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Mpepucnosue

1 PA3PABOTAH JlabopaTopueit npobriemM KIMHUKO-1abopaTopHo guarHoctuku HAW obyecTtBeHHOro
3[10pOBbS U yNpasfeHnsa 3apaBooxpaHeHnem FocyfapcTBEHHOro 6I0AXETHOro 06pas3oBaTesibHOro yupexae-
HUA BbICWero npodyeccuoHasbHOro obpasosaHus Mepsoro MOCKOBCKOrO rocyapCTBEHHOIO MeAULMHCKOro
yHuBepcuTeTa M. .M. CeyeHoBa MuH3gpaBa P®. otaeneHnem MeauUMHCKOW reHeTnku FocyaapcTBEHHOro
Ka3eHHOro yupexaeHus 34paBooXpaHeHns «HayuyHo-npakTuyecknin LIeHTp ncuxmueckoro 34,0poBbs AeTel un
noZpocTKoB [lenapTaMeHTa 34paBooXpaHeHus . MockBbl», HayYHO-AuarHocTM4Yeckoin nabopatopueii deae-
pasibHOro rocyapCTBEHHOrO GIKETHOrO yupexaeHns «HayuHbli LeHTp akylwepcTBa, rMHeKos1I0rMmn n nepu-
HaTosorum um. B.W. Kynakosa» MuHsgpasa PP

2 BHECEH TexHuyeckum komMuTeToM no cTaHgaptusaunm TK 380 «KnuHuyeckme nabopatopHble Uc-
CnefoBaHus 1 AMarHocTMyeckne TecT-CUCTeMbI in Vitro»

3 YTBEPXAEH W BBEJEH B AEWCTBVE MNpukasom depepasibHOro areHTCTBa Mo TEXHUYECKOMY
perynunposaHuto n Mmetponorun Poccuiickoin ®egepauny ot 2 anpens 2014 r. No 289-ct

4 BBEJEH BIEPBbIE

MpaBuna NpMMeHeHNs HacTOALWero craHgapTa ycTaHoBneHel B TOCT P 1.0—2012 (pa3gen 8).
MHdopmaumsa 06 n3MeHeHUsAX K HacTosALWeMy cTaHgapTy ny6/iMkyeTCsa B €XerofHoMm (Mo COCTOSHUI0 Ha
1 AaHBaps TeKyLLero roga) MHopMaLoHHOM ykaszaTene «HauuoHanbHble cTaHAapThi», a 0PULNasIbHBIN
TEeKCT W3MEHEHWA N NONPaBOK — B XeMeCAYHOM MH(OPMAaLMOHHOM yKasaTene «HaunoHanbHble CTaH-
fapTbi». B cnyyaB nepecmoTpa (3ameHbl) UM OTMeHbl HACTOALLEro cTaHAaapTa CooTBeTCTBYyLee
yBefomneHne bygeT ony6aMkoBaHO B 6/mkaliliem BbiNyCcKe eXeMecA4YHOro MHPopMaLMoHHOr 0 ykasaTens
«HauyunoHanbHble cTaHgapTbi». CooTBeTCTBYLWas MHhopmauus, yseoMaeHne v TeKCTbl pasmeLarnT-
€A Takke B MHPOPMaLMOHHON cucTeme 06Lero nNob3oBaHus — Ha ouumansHoM caiiTe PefepanbHOro
areHTCcTBa N0 TEeXHNYECKOMY perynvpoBaHuio u meTponoruv B ceTmn NHTepHeT (gost.ru)

© CraHgapTuHdgopm. 2014

HacToswuin cTaHAapT He MOXET GbITb NMOMHOCTLIO UM YACTUYHO BOCNPOU3BEEH, TUPXKMPOBaH U pac-
MPOCTPaHEH B kayecTBe OhMLIMANbLHOMO U3faHns 6e3 paspelleHuss defepasibHOro areHTCTBa No TeXHNYEeCKo-
My peryMpoBaHuio U1 MeTPosIoriun
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HAUWOHANBbHBIN CTAHOLAPT POCCWUMCKOW SGEALEPALUMN

M3AETNA MEOVNUNHCKUE ONA ANATHOCTUKN IN VITRO 1A ®JIFOOPECLEHTHOIO
N NMMYHO®TIOOPECLIEHTHOIO AHANTN3A «CYXOIro NMATHA» KPOBVY HOBOPOXAEHHOIO

Yactb 2

PACXOAHbLIE MATEPUANbI (HABOPbI PEAFEHTOB) /1A ®/TFOOPECLIEHTHOIO
N NMMYHO®TIOOPECLIEHTHOIO AHA/TIN3A «CYXOIro NMATHA» KPOBY HOBOPOXAEHHOIO

TexHnuyeckn®© TpeboBaHUA AN rOCYAapCTBEHHbIX 3aKy MoK

In vitro diagnostic medical devices for fluorescent and immunofluorescent analysis of «dried spot» of newborn's blood.
Part 2. Consumables (kits of reagents) for fluorescent and immunofluorescent analysis of «dried spot» of newborn's blood.
Technical requirements for state to buy n

Jarta eBefeHns — 2015—06—01

1 O6nactb NpUMeHeHUs

HacTosiym cTaHAapTOM ycTaHaBAUBatoTCs Tpe6oBaHUS K (DyHKLMOHAIbHBIM XapakTepucTmkam n MeT-
pON0OrMYeckUM CBOCTBaM pacxoAHblx MaTepuanos (Ha6opOB peareHToB) 4151 O/IFOPECLEHTHLIX U UMMYHO-
JTI00PECLEHTHbIX MCCNIeA0BaHNIA in Vitro aHaTOB B «CYXUX MATHAX» KPOBU HOBOPOXAEHHbIX NPY BbINMOSHEHWN
HeoHaTasIbHOrO CKPUHWMHIA Ha HacneACcTBeHHbIe 3a601eBaHmna: DEHUIKETOHYPUIO, ralakTo3eMunIo. afpeHore-
HUTaNbHbIA CUHAPOM, BPOXAEHHbIA TMNOTUPEO3, MYKOBUCLMAO03.

Tpe6oBaHMs K YHKLMOHANbHBIM XapakTepucTukam 1 MeTPO/IOrMYECKUM CBOCTBAM PACXOAHbIX MaTe-
puanos (HabopoB peareHTOB), yCTaHOB/IEHHbIE HACTOALMM CTaHAAPTOM, NPUMEHSAIOTCA NPU NPOBEAEHUN TO-
CYAAPCTBEHHbIX 3aKYNOK AaHHbIX U3aenunii ANns nx NPUMEHEHUs COBMECTHO ¢ npuéopamu 1 06opyLoBaHueM
ANns pIopecLEeHTHbIX 1 UMMYHOMII00OPECLEHTHbIX nccnegosanuin (cm. FTOCT P 55992.1—2014)

2 HopmaTuBHbIe CCbINKK

B HacTosilLeM cTaHfapTe UCMoNb30BaHbl HOPMATUBHBIE CCbISIKU Ha cnefyowmne ctaHaapTbl:

FOCT P 51088—97 Habopbl peareHToB A1 KIMHUYECKO TabopaTopHOl AnarHoctuku. Obuue TexHU-
yeckue ycnosus

FOCT P 55992.1—2014 «W/3genus MefuuuHCKMe A5 AUArHOCTUKK in vitro 4ns doioopecueHTHOro 1
MMMYHOMI00PECLIEHTHOTO aHaIm3a «Cyxoro NATHa» KPOBM HOBOPOXAEHHOro. YacTb 1. Mpubopsl 1 o6opyao-
BaHWe AN poopPecLeHTHOro 1 UMMYHOM/II0OPECLLEHTHOIO aHasin3a «Cyxoro NATHa» KpoBW HOBOPOXAEHHO-
ro. TexHnyeckve TpeboBaHna 418 rocyfapCTBEHHbIX 3aKyNoK»

FOCT P EH 13640—2010 ViccnepoBaHue cTabuibHOCTW peareHToB ANS AMArHOCTUKM in vitro

FOCT P EH 13612—2010 OueHka hyHKLMOHANIbHbIX XapakTepuCcTUK MeANLMHCKNX U3Jennin Ans guar-
HOCTUKM in vitro

FOCT P EH 13641—2010 YcTpaHeHve Uamn CHWXKeHNe pucka MHMLMPOBaHUS, CBA3aHHOIO C peareHTa-
MU 47151 AUArHOCTUKM in vitro

FOCT P NCO 17511—2006 N3aenua meauumHcKMe 4a5 AUarHOCTUKKM in vitro. 3mepeHne BenvuuH B
6uonornyeckmx npobax. MeTponornyeckass MPOCNEXMBAEMOCTb 3HAYEHWIA, MPUMUCAHHBIX kKanmbpaTopaM K
KOHTPOJ/IbHLIM MaTtepuanam

FOCT P NCO 18153—2006 WN3aenus meaunumHCcKMe 405 AUarHOCTUKKM in vitro. I3mepeHne BennuuH B
6uonornyeckmx npobax. MeTponornyeckas NMPOCNEXMBAEMOCTb 3HAYEHWUI KaTaNIMTUYECKOl KOHLeHTpauun
dhepMeHTOB, NpUNMCaHHbIX Kambparopam W KOHTPO/IbHbIM MaTepuaiam

FOCT P MCO 15193—2007 N3aenua meaunumHCcKMe A0S AUarHOCTUKK in vitro. I3mepeHns BennunH B
npobax 61on0rMyeckoro NnpoucxoxaeHns. OnucaHne peepeHTHbIX MeTOAUK BbIMONIHEHNSA U3MEPEHNT

M3pgaHne ocuymnanbHoe
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FOCT P NCO 14971—2009 W3genusa meauuunHckue. NMpumeHeHre MeHemXMeHTa pucka K meguuuH-
CKUM n3penuam

MprumeyaHune — MNpu NONL30BAHUN HACTOALMM CTAHAAPTOM Lieniecoo6pasHo NPOBEPUTL AeliCTBUE CCbIOY-
HbIX CTaHAapToB B WHMOPMaUWOHHON cucTeme o06Lero Mnosib30BaHUA — Ha odmuunanbHoM caliTe ®egepanbHOro
areHTCcTBa Mo TEXHWYECKOMY perynnposaHuio n MeTponorum B cetn VHTEpHeET Uam no exerogHomy VIHd,’)OpMaLI,VIOHHOMy
ykasaTtenio «HaunoHabHble cTaHAapTbl», KOTOPbI ONy6/IMKOBAH MO COCTOSIHMIO HA 1 SHBapsi TEKYLLEro roaa, v no Bbinyc-
Kam exemMecs4yHoro MHMOPMaLMOHHOrO ykaszaTensa «HaunoHanbHblie cTaHAapTbl» 3a TeKyL Wi rof. Ecnv 3ameHeH ceblnoy-
HbI cTaHZ4apT, Ha KOTOpbI/ AaHa HefaTUpOBaHHAS CCblKAa, TO PEKOMEHAYEeTCsl UCNOMb30BaTh AeliCTBYIOLLYI Bepcuio
3TOro CtaHgapTa Cc y4eTOM BCeEX BHECEHHbIX B JaHHY0 BEPCUIO N3MeHeHui. Ecnu 3ameHeH CCbl/TIoUHbIN CTaHAapT, Ha KOTo-
pblii faHa AaTUpOBaHHasH CCbIIKa, TO PEKOMEHAYETCA UCNOb30BaTh BEPCUIO 3TOT0 CTaHAApPTa C yKa3aHHbIM Bbllle ro0M
yTBEpPXAEHMSA (MPUHATUA). Ecnn nocne yTBepXaeHVs HacTOsILLEero cTaHaapTa B CCbIMIOYHbIA CTaHAapT, Ha KOTOpbI gaHa
AatmpoBaHHas CCbljika, BHECEHO U3MEHeHNe, 3aTparmearliee nosioXxkeHne, Ha KOTopoe gaHa CCbl/lka, TO 3TO NO/10XeHne
peKoMeHayeTCAa NPUMEHATb 6e3 y4yeTa gaHHOro "sMeHeHus. Ecnu cCbiNoYHbI CTaHOapT OTMEHeH 6e3 3aMeHbl, TO NoJsio-
XeHune. B KOTOPOM [aHa CCbl/lka Ha Hero, pekomeHAayeTcs NpuMeHsAaTb B 4HacTu, He 3anarMBa}ou.|,e1‘/’1 3Ty CCbIJIKY.

3 TepmuHbI 1 onpepeneHns

B HacToswwem cTaHgapTe NPpMMEHEHbl TEPMUHbLI C COOTBETCTBYIOLWMMY ONpeaeneHnsamn, ykasaHHole B
pasgene 3. «TepMuHbI 1 onpegeneHus» unpunoxexnum A ISO 18113.1(5]. B pasgene 3NOCT P 55992.1. a Tak-
Xe cnefyrowme TePMUHbI C COOTBETCTBYIOWMMU ONpeaeneHnsaMu:

3.1 peareHTbl AN gnarHocTukm in vitro {in vitro diagnostic reagent): Xumnueckne, 6uonornyeckne
NN UMMYHOMOTUYECKMEe KOMMNOHEHTbI, pacTBOpPbLl WM npenapartbl, nNpegHasHavyeHHble U3roToBuUTEsIeM A/1A
NPUMEHEHUs B KAYeCTBE MeANLMHCKUX U3Lenunii Ansa ANarHoCTWKM in vitro.

MpumeuyaHne — ApgantupoBaHo |7. onpegenexHune 3.9J.

3.2 Habop peareHTOoB (kit): KomnnekT cneymanbHO NoA06paHHbIX peareHToB (PeakTMBOB), COCTaBHbIX
yacTell U MHCTPYKLUIA N0 MPOBEAEHMI0 aHann3a, NpegHasHauyeHHbIl A58 onpegeneHns in vitro 04HOro KOHKpeT-
HOro BelecTsa (MM akTUBHOCTN (DePMEHTA), HECKONbKMX KOHKPETHbIX BELLeCTB (MM CYMMapHO akTUBHOCTK
hepMeHTOB), a TaKkke ANa AeTekumu yyactka reHoma. COBOKYMHOCTb KOMMOHEHTOB, KOTOPblEe YNakoBaHbl
BMeCTe W npefHa3HayeHbl 415 BbINOMHEHNA cneLnduruyeckoro nccnefoBaHnsa AMarHocTrku in vitro.

MpumeyaHunsn

1 KomnoHeHTbl Habopa peareHTOB MOTyT BK/l0YaTh B Ce65 peakTuBbl, aHTUTeNa, (hepMeHTbl, 6ydepHblie pacTBopbl,
pasbaBuTenu, kKanmbpaTopbl, KOHTPO/IbHbIE MaTepuasnsl 1 Apyrne npegMeTbl U matepuassbl.

2 ApantmposaHo [FTOCT P 51088—97. onpegeneHue 3.1]. [7. onpegenenune 3.10).

3.3 dyHKuMOHanbHasa xapaktepucTtuka (performance characteristic, metrological property): Ogux 13
napameTpoB, NCNOJIb30BaHHbIX 4715 (DYHKLMOHA/IbHOW XapakTepucTUKM MeANLUHCKOTO n3fenvs ans guarHoc-
TUKM in vitro.

Mpumepbl — Mpeaen 06HapPYXeHUs, NPELN3NOHHOCT b, CNEeLNUYHOCTb.

MpnmeyvaHne — NHbopmauma o 6onee, yem OoAHONM (DYHKLMOHA/IbHON XapakTepucTvke 06blYHO TpebyeTcs
ANs Toro, 4tobbl OLEHUTb NPUIOAHOCTb MEeAULMHCKOro U3ennsa ANS AUArHoCTUKKM in vitro Ana npejHasHauyeHHOro Meau-
LIMHCKOTO NMPUMEHEHNS.

3.4 3asBneHHas yHKUMOHaNbHas xapaktepucTtuka (performance claim): Cneundukauus yHKUUO-
Ha/bHOM XapakTepucTUKN MeANLMHCKOTO U3genns aas AuarHocTUKY in vitro, KoTopasi LOKYMEHTMPOBaHa B UH-
chopmaLun. NpesocTaBieHHOM N3roToBUTENEM.

MpunmeyaHnsn

1 MoxeT 6bITb OCHOBaHa Ha UCC/ef0BaHUAX (DYHKLMOHAMbHbIX XapaKTepucTuK, JOCTYMNHbIX AaHHbIX O YHKLUMO-
HaslbHbIX XapakTepucTukax unn nccnefoBaHnax, onybnKoBaHHbIX B HAy4YHOW nuTepaType.

2 ApgantupoBaHo [1. onpegenenue 2.7).

3.5 oueHka hyHKLUMOHaNIbHOW XapakTepucTmku (performance evaluation): W3yyeHne meguumnHCKoro
n3nenus ana AUarHoCTUKK in Vitro ¢ Lenbio YCTaHOBEHUS UM NPOBEPKN 3asiBNIEHHON OYHKLMOHANBHON Xa-
PaKTepUCTUKU.

MpumeuyaHne — AganTupoBaHo [7, onpegenexue 2.8).

3.6 peakTuBHbIli MHITpeaneHT (reactive ingredient): CocTaBHas YacTb, KOTOpas y4acTByeT B peakuum,
npefHasHaYeHHON AN1A 06HaPYXEHUS UM U3MEPEHNS BEMNYNHBI.

2
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NpuMepbl— AHTWTENa NPOTWB UMMYHOPEaKTUBHOEO TPUMNCUHA, MeYyeHHble eBponuem: pacTBOpbI,
ycunusatwuue ioopecueHynio Npyu UMMYHOM I00PECLEHTHOM aHannse In vitro 17n-anapokcunporecTepoHa.
TTrl.

NMpumeuvannsa

1 BydhepHbie pacTBOpbl, KOHCEPBAHTbI U CTAbWUAN3aTOPbI, KOTOPbIE HE YYacTBYIOT B peakuuu, He paccmaTtpuBaloTca
KaK peakTUBHbIe UHTPEANEHTbI.

2 ApanTupoBaHo (7 . onpegenexue 3.1J.

3.7 ponroBe4vyHOCTb Npu XxpaHeHun (shelf life): MNeprog BpemeHn [0 UCTeYeHNs CpoKa rogHOCTH, B Te-
YeHue KOTOpOro peareHT AN AMarHoCTUKM in Vitro coxpaHseT CBO CTabubHOCTb B CBOE NepBoOHavasibHOM
ynakoBKe B YC/TOBUAX XpPaHEHUS, YCTAHOB/IEHHbIX U3TOTOBUTEIEM.

MpumeuvaHuns

1 CtabunbHocTb [5. onpegenenue 3.68) n cpokrogHoctu (5, onpeaenenune 3.17) SBASAOTCA CBA3AHHLIMU MOHATUAMU.
2 AganTupoBaHo (7. onpegeneHue 3.16).

3.8 cTtabunbHoCTb (stability): Cnoco6HOCTb MEAULMHCKOTO U34enmsa Ans AUNarHoCTMKK in vitro coxpa-
HSITb CBOW CBOICTBA B Npefenax, 3afaHHbIX U3roToBUTENIEM.

MpumeyaHunsn

1 CrtabunbHOCTb NPUMeEHNMA:

- K peareHTam, kasimépaTopam Wy KOHTPO/IbHBIM MaTepuanam, B C/lyyae, ec/iv OHU XPaHATCA, TPAHCNOPTUPYIOTCS
WU UCMONb3YITCS B 3afjaHHbIX YCIOBUSAX.

- K MonNn3NpoBaHHBIM MaTepuanam nocfie BOCCTAHOBNEHUS, paGounm pacTBopam, Matepuanam nocne oTkpbl-
TUS 3anevyaTaHHOW ynakoBKW, B C/lyyae, €C/IM OHW MNPUrOTOB/IEHbI, UCMOMNbL30BA/INCb W XPAHWIUCL B COOTBETCTBUU C
VHCTPYKLUMUAMMN N3TOTOBUTENSA MO NPUMEHEHMUIO;

- K U3MepuTesibHbIM UHCTPYMEHTaM U U3MepUTeNbHbIM CUCTeMaM Noc/e KannmbpoBKU.

2. CTabunbHOCTb peareHTa 418 ANarHoCTVKM in Vitro uinm nsMepuTesbHOW CUCTEMbI 06bIYHO PACCYUTBLIBAIOT MO OTHO-
LIEHWNI0 KO BPEMEHM.

- B TEPMMHAX NPOAOIKMNTENILHOCTY UHTEpBasia BpeMEHU, B TEHEHME KOTOPOro METPO/IOrMYeckoe CBONCTBO M3MEHN-
NoCb B yCTaHOB/IEHHOM pa3mMepe;

- B TepMUHaxX W3MEHEHWS CBOWCTBA 3a YCTAHOB/IEHHbI UHTEPBAN BPEMEHM!.

3 AganTupoBaHo (3. onpegeneHue 4.19).

3.9 anarHocTuyeckasa 4yBCTBUTENbHOCTL (diagnostic sensitivity): CnocoOHOCTb METOAMKM AnarHoc-
TMYeCKOro nccnefoBaHus in vitro ngeHTudunumnposaTb NPUCYTCTBME LENEBOr0 Mapkepa, coyeTarolierocs ¢
KOHKPETHO 60/1e3HbI0 /TN COCTOSTHUEM.

MpumevyaHunsn

1 Takke onpeAenstoT Kak NPOLEHT NOIOXUTENIbHOCTM B Npobax, rae Ao/HKeH ObiThb LiefeBoi aHanuT. ViHdopmaumio
C onMcaHneMm gnarHocTuyecknx PyHKLMOHaNbHbIX XapakTepuCcTUK MefULNHCKNX U3Aenuii ans gnarHocTukm In vitro cm.[13).

2 [InarHocTnyeckyto 4yBCTBMTENbHOCTb Takke BblpaXkaloT Kak NpoLeHT (YncnoBas fons, yMHoxeHHasa Ha 0 100),
paccuUnTaHHbI NyTeM YMHOXEHWUA Yncna UCTUHHO-NONOXUTENbHbIX (VM) 3HaveHunii Ha 100 n geneHns Ha CymMy UCTWH-
Ho-nonoxutenbHbix (M) n noxHo-oTpuuatenbHbix (J1O) 3HaveHnid, nam 100 x UM/(AMN ¢ 10). flaHHbI pacyeT OCHOBbIBA-
eTCA Ha Takoli opraHusaLluy nccnefoBaHus, Npu KOTOPOI y kKaxaoro cybbekTa nccnefoBaHns 6epyT TONbKO 04HY Npoby.

3 Uenesoe cocTtosinue (5. onpegeneHue A.3.55) onpeaenstoT Ha OCHOBE KpUTepUsl, HeE3aBNCUMOro OT paccmaTpu-
BaeMoii MeToanKN nccneoBaHus.

4 ApantupoBaHo (8. onpegenexuve 4.5.1).

3.10 gmarHocTmnyeckas cneundunyHocTb (diagnostic specificity): Cnoco6HOCTb METOAMKM ANArHOCTU-
4YeCcKoro nccrefoBaHus in vitro pacnosHaBaTh OTCYTCTBME Lie/IEBOr0 Mapkepa KOHKPETHOW 60/1e€3HU 1an CoCTo-
AHUA [5. onpefeneHne A 3.16).

MpumevaHunsa

1 Takxe onpeAensioT kak MPOLEHT oTpuLlaTe IbHbIX 3HaYeHuid B npobax, rae Lenesoi Mmapkep, kak U3BECTHO, OTCY-
TCcTBYeT. VIH(hopMaLuio OTHOCMTENIbHO ONUCaHNA ANArHOCTUYECKMX PYHKLNOHAMbHBIX XapakTepucTuk MeguLMHCKUX nsge-
NWiA ANA ANArHOCTUKK in Vitro cM. )5).

2 [lnarHocTnyeckyto cneunduyHoCTb BbipaXatloT NPOLEHTOM (YMC/IOBOI A0NeN, yMHOXeHHOI Ha 100). paccuuTaH-
HbIM Kak 100. yMHOXEHHOE Ha YMC0 UCTUHHO-0TpULaTenbHbIX (MO)3HauYeHWii, AeNeHHoe Ha CyMMY UCTUHHO-0TpuLaTe b-
HbiX (MO) n noxHo-nonoxuTtenbHbix (/M) 3HayeHnidi nam 100 x MO/(NO ¢ JIM). laHHbI pacyeT OCHOBbIBAETCA Ha Takoi
opraHusauuu uccnefoBaHus, Npyu KOTOPOW y Kaxgoro cybbekra nccnefoBaHnsa 6epyT TONbKO OfHY Npoby.

3 Llenesoe cocTosiHME ONpPeAenalT Ha OCHOBE KPUTEpUsi, HE3aBMCUMOrO OT paccMaTpuBaemMoii MeToauku uccne-
posanusa (5. onpegenexne A.3.55).

4 ApantupoBaHo (8. onpegenexuve 4.5.1).
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3.11 o6pa3el (specimen): Bruonornueckuii Matepvas, Nony4eHHbI AN 0GHAPYXEHUA UK U3MepeHus
OfHOI NNV HECKObKUX BENMYMH.

Mprmep — Kanns kanunnsapHoi KpoBuW, B3ATas U3 NSATKU HOBOPOXAEHHOTO, HAHECEHHAs! Ha KPYXOK (u-
NbTPOBaNbHON GymMaru u BbicyleHHas Ha BO3ayXxe.

MpumeuyaHue — AganTupoBaHo u3 [2. onpegeneHue 3.5].

3.12 aHanuTuyeckan nopuusa (analytical portion): Mopuna matepuana, B3ATOrO0 M3 aHaIMTUYECKOM
npo6bl, B KOTOPOI NPOBOAUTCA U3MEPEHMe UK HabnaeHve.
[FOCT P NCO 15193—2007, onpegenexue 3.4].

MpumeuyaHue — AHANUTAYECKYIO MOPUMIO GEPYT NPAMO M3 NEPBUYHON UNKM NaBopPaToOpHON NPo6bl, ecnu He
TpeGyeTcs NOATOTOBKA. AHAIMTUYECKYIO MOPLUMIO MHOTAA PacTBOPSIOT AN NOMyYeHUs aHaIMTUYECKoro pacTeopa nepeg
nomelLeHnem ee B U3MepuUTeNbHbI Npuéop.

Mpumep — BbIGUT b B NYHKY NAaHwWeTa UCK (OUNbT POBaNibHON Gymarnm onpefeneHHoro guameTpa ¢
HaHeCeHHOW Ha Hero KanuNNspHoOii KPOBbH, B3AT O U3 NATKN HOBOPOXAEHHOTO U BbICYLEHHON Ha BO3AyXe.

3.13 TecT-6n1aHK (test-blank): BnaHku (KapTouku) U3 cneumanbHON hunbTPoBaibHON Gymaru onpege-
JNIEHHbIX pa3MEepPOB 1 CBOWCTB C HaneyaTaHHbIMU Ha HUX KPYXXKaMu A1 BHECEHUS Kanesib 6MoXnakocTu (y Ho-
BOPOX/AEHHbIX — KPOBM), @ TakkKe C WHCTPyKuMel ANsS nosyydyeHus obpasua M BHECeHWs CBefeHWin no
naeHTUrkauumn naLmeHTa n B3siTOro y Hero obpasua 6moxuakocTu. TecT-61aHkn npefHa3HavyeHbl 4015 B3si-
TUSI. XpaHeHUs 1 TPaHCMNOPTMPOBKU 06pasLLoB.

MpumeuvaHuns
1 AganTtuposaHo (10).
2 Tpe6oBaHus Kk TecT-6/1aHKy B 5.1 HacToswero ctaHgapTa.

3.14 «cyxoe nATHO» KpoBu («dried spot» of blood): BbicylweHHoe ¢ onpegeneHHbIMU NpesoCcTOPOX-
HOCTSIMW U B ONPeAeNEHHbIX YCTOBUAX NATHO KPOBU, NpeABapUTENIbHO HAHECEHHOW Ha TecT-6naHkK.

MpumeyaHne — TEXHONOMMSA «CYXOro NATHa» — TEXHO/OMUSA MpeaHaIMTUYECKoro aTtana AJfis B3sATUSA Kanun-
NAPHOWA KPOBW Y HOBOPOX/AEHHBIX UCMOMb3YETCS NPU HEOHATAaNIbHOM CKPUHUHTE, @ TAKKEe NpU 3NUAEMUONOTNYECKUX CKPU-
HWHrax y HOBOPOXZEHHbIX, feTeli U B3pOC/bIX, HANPUMEP, CKPUHUHTE ANA BbiBNeHUs B/Y. renatutoB u nccnepoBaHusx
rOPMOHOB, NNNUAOB, NekapcTs. MNpenmyLlecTBa MeTofa — Masias TPaBMaTUYHOCTb. BO3MOXHOCTb WMCMOJIb30BaHUS MUK-
poaHanusa. NpocToTa TPAHCMOPTUPOBAHUS U XpaHEHUsI 06pa3LoB.

3.15 ckpuHUHT (screening): MpocenBaHWe — MeTOA BbiSIBNIEHUA B 06Leil nonynsauum nuy, ¢ onpeje-
NIeHHOI 60Ne3HbI0 UK hakTopamu pucka ee pasBuTUS.

3.16 HeoHaTaslbHbIli CKPUHUHT (neonatal screening): MaccoBoe o6cnefoBaHie HOBOPOXAEHHbIX Ae-
Tel ANa BbISBNEHUS BPOXAEHHbIX HAC/NeACTBEHHbIX 3a60/1€BaHNi Ha AOKIMHUYecKon ctagum [11.12].

MpumeyaHne — BcooTBeTCcTBMY C NpuKkazoM MuH3gpascoupassutua PP ot 22 mapta 2006 r. b» 185 «O mac-
COBOM 06Cnej0BaHNM HOBOPOXAEHHbIX AeTell Ha HacnefCcTBEeHHble 3a60neBaHns» NPOBOAWNTCS MaccOBblii HeoHaTaslb-

HbIi CKPUHUHT Ha (DEHUNKETOHYPUIO. ranaKTo3eMuio. ajpeHoreHnTasnbHblil CUHAPOM, MYKOBMUCLMA03 U BPOXAEHHbI
rmnotmpeos [11].

4 TexHu4yeckne TpeboBaHMA ANA rocyfapCTBEHHbIX 3aKyMOK K pacXxoAHbIM
mMaTepuanam (Habopam peareHTOB) AN AUATHOCTUKK in vitro

ONna hNopPecUEHTHOINO U UMMYHOM TIOOPECLLEHTHOTO aHanmsa «Cyxoro nATHa»
KPOBU HOBOPOXAEHHOTO

4.1 O6uwme NonoxeHus

4.1.1 Ha npeaHaniMTU4eCKOM 3Tane MMMyHOOOPECLLEHTHOIO 1 (O/II0OPECLLEHTHOrO aHanm3a «Cyxoro
NATHa» KPOBW, BK/IOYAOLEM Ma/IOMHBA3WBHOE B3ATNE KPOBU Y HOBOPOXAEHHbIX NyTEM NPOKO/IA KOXW NATKK,
pacxofHble MaTepuanbl OAUHAKOBbl U He3aBMCUMMbl OT aHanuta, KOTOpblli HEe06X0AUMMO W3MEepUTb, U
npeacTaBnsAT co6oii:

- CTepu/bHble ckapugrKaTopbl 04HOPA30BOro NOJIb30BaHWSA WK CNelnanbHble yCTpolicTBa A4/15 NpokKa-
NbIBAHUA KOXMW;

- CTepwu/ibHble Map/ieBble TaMMOHbI;

- MeAMUMHCKUE NaTeKCHble nepyaTtkn 6e3 Tasibka Uan gpyrux nopoLlKoB, CTEPUSIbHbIE;
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- TecT-6/1aHKu U3 unbTPoBasbHONM 6ymaru, NnpeaHasHayYeHHble A1s HAaHECEHWS! B3SITbIX U3 NATKA HOBO-
POXAEHHOTO Kanesb KanuiisipHOi KpOBU, 47151 IPUFOTOB/IEHNS NEPBMYHOMO 06pasLa, TPaHCMOPTUPOBKK U Xpa-
HEHWSI €r0 B BUAE «CYXUX MATEH».

4.1.2 Ha aHanMTU4YecKom aTane TeXHO0rMn UMMYHOI0PECLLEHTHOTO aHan3a MMMYHOPEeaKTUBHOIO
TpUncuHa. 17«-TMApoKCUNpPOrecTepoHa. TMPEOTPOMHOro FOpMOHa UM (hIl0OPECLIEHTHOTO aHanu3a eHuna-
NaHVHA WK ra1akTo3bl NPU HEOHATAIbHOM CKPUHUHTIE BbIMOJTHAOTCS C MNOMOLLbLI0 HA60POB peareHToB, Npea-
HasHauYeHHbIX cneunanbHO 418 KaXA0ro U3 aHa/IMToB.

4.2 O6uwme TexHUYeckune, PyHKLMOHa/IbHbIE N METPOJIorMyeckme TpeboBaHnsa K Habopam

peareHTOB

TexHuyeckre n hyHKUMOHaNbHbIe XapakTepyucTUKM U COOTBETCTBYOLWME UM TpeboBaHNa K TecT-61aH-
Kam 1 Habopam peareHToB /19 roCyAapCTBEHHbIX 3aKynoK NpuBeAeHbl B pasgesne 5 HacTosLero ctaHgapTa.

YKa3saHHble B HacTosLleM pasgene (4.2) obwme TpeboBaHUA [0/MKHbI 6bITb NPpeACcTaB/IeHbl B UHCTPYKLUK-
AX. Npunaraemslx K Habopam peareHToB.

4.2.1 WpeHTndukaymsa KOMMNOHEHTOB HabOpOB peareHToB

MpumeHNTENbHO K HABOPY peareHTOB KaXkAblii KOMMOHEHT A0/MKEH ObiTb nAeHTUuMpoBaH ogMHaKo-
BbIMW HaMMeHoBaHueM, 6yKBeHHbIM 0603Ha4YeHneM, HOMEpPOM, CUMBOJIOM, LIBETOM OKpacku unu rpaduyec-
KM 3HAKOM Ha BCeX 3TUKEeTKaxX W B UHCTPYKUUKU NO NpumeHeHuto (6. n. 4.2).

Mpumep — «MpuUMEHeHUE ANS AUArHOCTUKU In Vvitro» uau rpauyecknii CMMBON: BU3LENNE MEANULUHCKOE
ANA ANArHoCcTMKK In vitro».

4.2.2 YcnoBusa XpaHeHus 1 obpatleHus

[omKHbI ObITb YKa3aHbl YCNOBUS XPaHEHUS [0 OTKPbITUS YNakoBKW, HeoOXoaumble ANS NOAAepXKaHus
CTabuNbHOCTU peareHToB, KambpaTopoB 1N KOHTPO/IbHbIX MaTepuasnos.

[onxHbl 6b1Tb NPUBEAEHDI NH06bIE MHbIE YCNI0BUSA, KOTOPbIE BAMAIOT HAa obpalleHne Unn XxpaHeHue pea-
reHTOB, Ka/IMB6PaATOPOB M KOHTPO/IbHbLIX MATEPUAIOB, EC/IM OHW OTINYAIOTCA OT NPUBEAEHHbIX HA BHELLHeN yna-
KOBKE.

4.2.3 TlpeaHasHavyeHHOe NpUMeHeHne

MpeaHasHayeHHOEe NPUMEHEHNE JO/MKHO GbITb ONMCAHO C COOTBETCTBYIOLMMUN AeTansAMU, BKIOYasa U3-
MepseMyto BeIMunHy, Tun obpasua. [Jo/mkeH 6biTb ykazaH BUA UCCef0BaHus.

Mpumepsl

- M3MepeHue KOHUEeHTpauun TUPeoTPONHOro ropMoHa B «CyXOM MATHE» KPOBU HOBOPOX/EHHOro And
npoBefeHNS HeOHAaTa/lbHOrO CKPUHUHIA Ha BPOX/EHHbIA rMNOTMPeos;

- U3MepeHne KOHUeHTpauum cBo604HOIN0 TUPOKCMHA AN NOATBEPXAEeHUA AnarHosa BPOXAEeHHOro ru-
noTwupeosa.

4.2.4 TlpuHuun MeToda uccsenoBaHus

[omkeH 6bITb ONMcaH NPUHUMN MeToAa UccnefoBaHuns, BKIYaa TUN peakuny (Hanpumep, tawoopec-
LEeHTHbIN hepMeHTATMBHbIA MeTon).

4.2.5 TpocnexvBaemMoCTb 3HAYEHU, NPUNUCAHHBIX KannbpaTopam 1 KOHTPO/IbHbIM MaTepuanam npa-
BWU/IBHOCTY

JonxHa 6bITb ONMcaHa MeTposiornyeckas NPOCIEXMBAEMOCTb 3HAYEHWUI, NPUNUCAHHBIX kKanmbpaTopam
N KOHTPO/IbHBIM MaTtepuanam NpaBubHOCTY, BKIOYAA UAeHTUgMKaLMI0 NpYMeHseMbIX peddepeHTHbIX maTe-
pvanoB MM MeToAUK pedpepeHTHbIX N3MepPEHWA.

MpumeyaHnume —TOCT P NCO 17511 n TOCT P MCO 18153 copepxat Tpe6oBaH/s N0 NPOC/IEXNBAEMOCTH
[0 pedepeHTHbIX MaTepmanosB W/Knn [0 MeToAUK pedhepeHTHbIX N3MepeHNii 60/1ee BbICOKOrO YPOBHS.

[onxHbl 6bITb NpeAcTaBeHbl CChI/IKM Ha COOTBETCTBYIOLLME UCTOUHUKMA NMTepaTypbl Un Apyryto goc-
TYMHY AOKYMEHTAaL M0 0 MeToANKE pedhepeHTHOro N3MepPEHNst UK pedhepeHTHOM mMaTtepuane.

4.2.6 KOMNOHEHTbI

LoMXHbI 6bITb NPUBEAEHbI AaHHbIE O NPUPOAE, YMCNe, KONMYECTBE, KOHLEHTPaLUN Nan cogepXaHum nH-
rpefMeHTOB peakTuea.

[omxHa 6bITb NpuBefeHa nHhopmaums, kacarwLwasacs gpyrux MHrpeAMeHToB, KOTOpble MOTYT BNATb Ha
npoueaypy n3mepeHus.

Mpumep — MO TOBbLIN K NCNONBb30BAHUIO pacTBOpP, yCUINBaOLWNA haoopecleHLmnto xenaTosB eBponus, ¢
TpuToHOM X-100. yKCYCHOW KNCNOT O 1 xenaTopamu.
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MpumeyaHune — Ecnu M3rotoBUTeNeM Habopa peareHToB BBeAeHbl Kakne-nm6o N3MEHEHNst B COCTaB peakTu-
Ba UW ApYrMe U3MEHEHWSI KOMMOHEHTOB, TO NPW 3TOM LO/XHbI ObiTb 06ECNeYeHbl rapaHTUM COXpaHEHUS (PYHKLMOHANb-
HbIX 1 METPOSIOrMYECKNX CBONCTB, KOTOPbIE A0/MKHbI BblTb HE XYK€ YCTAHOB/IEHHbIX HACTOSILLMM CTaHAAPTOM.

4.2.7 Heobxognmoe nonosnHnTeNbHOe 060pynoBaHme

[omkHo 6bITb NepeyncieHo Noboe cneymanbHoe 060pyaoBaHne, Tpebytolleecs A5 NPaBUbHOTO Bbl-
NOJIHEHUSA UCCef0BaHNs U 6e30NacHOro NPYMeEHEHNs U3AeNnns, HO He NpefoCcTaB/ISeEMOE N3rOTOBUTENIEM.

[omkHa 6bITb NpegocTasneHa nHopmaums, Heobxogumas aAnsa Toro, YUTo6bl NO3BONUTL UAEHTUULN-
poBaTtb U NpaBWU/IbHO NPUCOEAMHUTBL CneLmanbHoe o6opyaoBaHme.

4.2.8 Heobxoanmble AONONMHUTENbHbIE MaTepuanbl

[omKHbl BbITb NEpeYnc/IeHbl MaTepuabl, He BXOAsLLME B COCTaB Habopa peareHTOB 1 He NpefocTaBisa-
eMble U3roToBuTeNneM, Ho Heo6XxoAnMmble ANA UCCNefoBaHuUS.

Mpumepsl
1 — [enoHn3npoBaHHasa Boja.
2 — TecT-6naHKu.

4.2.9 loarotoBkKa peareHta
[onmxHbl 6bITb ONKUCaHbl BCE 3Tarbl NPUroToB/IeHNUA peareHTa(os).

Mpumep — BoccTaHoBneHne, cMewnBaHne, UHkybaumns, passejeHue

4.2.10 XpaHOHVO 1 A0/ITOBEYHOCTb MOC/Ie NepBOro OTKPbITUSA

LomkHbI 6bITb NPUBEAEHbI YCIOBUSE XPaHEHUSI U AO/ITOBEYHOCTb NOC/NE NEPBOr0 OTKPLITUS BHYTPEHHEN
yNakoBKW, €C/IN OHWN OT/INHAIOTCA OT YC/IOBUI XPaHEHUs U OITOBEYHOCTU, YKa3aHHbIX Ha MapkMpoBKe peareHTa.

Jlo/mKHBI 6bITh NPUBELEHbI YCIOBUS XPAHEHUS 1 CTabUNbHOCTL paboTalLwunx peareHToB, kannbpaTtopos
N KOHTPOJIbHbLIX MaTepnasoB.

4.2.11 TpepynpexaeHns N npepocrepexeHns

Ecnv peareHT 4na AnarHocTUKM in vitro paccMaTpuBaeTcs Kak OnacHbI, MHCTPYKLMA N0 NPUMEHEHWIO
JoJ/KHa 6biTb MapkupoBaHa COOTBETCTBYHOLMM CUMBOJIOM ONAcHOCTW UAW COfepXaTb C/I0BECHOe npe-
aynpexpaeHue.

Ecnu xpaHeHve, npyMeHeHne nn yTununsaumnsa peareHta ansa uarHocTuky in vitro, BKoYas BO3MOXHOE
HenpasunbHOE ynoTpebneHve, npeacTaBaseT onacHOCTb, A0/MKHA OblTb NprBeAeHa MHgopmauus, Kotopas
No3BOJISET NONb30BATE/NIO CHU3UTbL PUCK.

Mpumep — Xumunueckasn, pagmoakTBHAA UAN 6Uonornyeckas onacHoCTb.
MpumeHstoT Tpe6oBaHnsa FTOCT P 1 C 014971, nMetowme OTHOLLEHWE K MHhopmaLmm no 6e3onacHoCcTy.

MpnumMmeyaHune — VHpopmauns, koTopas No3BoNAET NONb30BATENAM YMEHbLINTL PUCK, Ha3blBaeTCA «MHOp-
Maymsa no 6esonacHocTu». Cm. FOCT P CO 14971.

Ecnu peareHT gns AnarHOCTUKK in Vitro COAepXunT BeLecTsa Ye/l0Be4eCKOro Uam XMBOTHOTO MPONCXOX-
[eHnsA. KoTopble NpefCcTaBAsioT PUCK MHAULMPOBAaHUS, AO/HKHO GbITb NPUBEAEHO COOTBETCTBYIOLLEE Mpea-
ocTepexeHue. [lomkHa ObiTb npeAcTaBneHa WHgoOpMauus O 6e30MacHOM NPUMEHEHUU W yTUAM3auUn
MCcnonb30BaHHbIX MaTepuanos. Cm. FTOCT P EH 13641.

Ecnu peareHT gna gnarHocTuKM in vitro npegHasHaveH 415 OAHOKPATHOTO MPUMEHEHUS, [OMKHO ObITb
npuBefEeHO COOTBETCTBYIOLLEE YKa3aHue.

4.2.12 C6op, 06paboTka 1 xpaHeHne obpasLa

Jlo/mKHbI 6bITh YKa3aHbl 06paseLl, KOTOPbIl A0/KEH OblTb NCMO/b30BaH, 1 I06ble CneLnanbHble YCNoBUA
ero c6opa, npeaBapuTenibHol 06paboTKN U/MNKN YCNOBUSI XPaHEHNS!, BK/IOUYAs NpefenbHbli CPOK XpaHEHWS.

LomkHbl 6bITb NpMBeAEHbI NMobble cneynanbHble MHCTPYKL MK NO NOATrOTOBKE NauueHTa nepeg B3aTvem
obpasua.

4.2.13 MeToguka vuccnenosaHus

[LlomkHo 6bITb NpegocTaBeHO NoHOEe fieTalbHOe onMcaHne MeToANKN NCCefoBaHuUs, KOTOpYIo cnegy-
eT NPUMEHNTB.

MeToAauka fomkHa cogepxaTb BCe CTagun, HeobxoAnmble ANa NoAroOTOBKM NPOObI, BbIMO/HEHUS Ucce-
[0BaHNA 1 NONyYeHus pesynbTara.

4.2.14 MeToamKa KOHTpONSA

JlomkHa 6bITb NpefocTaBieHa afjeksatHas nHhopmaLl s OTHOCMTESTbHO (PYHKLMOHaIbHBIX XapakTepuc-
TUK peareHTa /19 AUarHOCTUKM in Vitro 1 cpefCcTB NPOBEPKM MX COOTBETCTBUS 3afaHHbIM cneLmduKauuam.

6
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NMpumeyaHue — MNonb3oBaTeny OTBETCTBEHHbI 3a ONpejesieHne COOTBETCTBYHLWUX METOAUK KOHTPONSA ANs
cBOeli nabopaTopuu 1 3a NX COOTBETCTBUE NPUMEHSEMbIM NpaBuiam A1 nabopaTopuii.

Mpumep — NpeHTUdKaLma npuemnemMblx KOHTPOJSibHbIX MaTepuanos, YacToTa UCC/e0BaHNA KOH-
TPONbHbLIX MaTepnanos.

4.2.15 BbluncneHne pe3ynbTaToB NUCC/iegoBaHnsA
JlomkeH 6bITb 06BACHEH MaTeEMaTUYECKUIA NOLAXOA, NCNOMb30BaHHbIV A5 BbIYUCNEHNUA pesynbTaTa uc-
crnefoBaHus.

NMpumeyaHue — MNpUMep BbIUNCIEHNUS MOXET NOMOYL NOSIb30BATENO MOHATL CNOCO6 pacyeTa.

4.2.16 VHTepnpeTauna pesysbTaToB

[lo/mkHbI 6bITb 3afaHbl KpUTepun NOATBEPXKAEHUS UM OTK/IOHEHUS pe3y/nbTaTta AUarHoCTUYEeCcKoro uc-
cnefoBaHus in vitro, a Takke [ONOHUTENbHbIE UCCNeA0BaHNA, Tpebytowmecs B cnyyae, eCn NoslyyeH Heo-
ObIYHbIA pe3ynbTar.

Mpumep — Tpe6oBaHMEe NOBTOPUTb WUCCNEfOBaHNE, eCIN MepBOHAYaNbHbI pe3ynbTaT sABAsSeTCA COo-
MHUT €/IbHbIM.

Ecnn meToauka uccnefosaHus npegHasHayeHa gnsa nonyyvyeHus nonoXnTenbHbIX UM oTpuuatenbHbIX
pe3ynbTaTtoB, A0JTXHbI 6bITb YETKO onpegeneHbl KputTepun ansa noaoXNTeNbHbIX N OTpULaTesibHbIX pe3ysibTa-
TOB C 3aflaHHbIMW NOrpaHNYHbIMN 3HAYEHNAMN (OTCGHHbIMI/I TOl-IKaMVI).

[onxHo 6bITb 06BACHEHO AnarHoctuyeckoe 3HavyeHne nNosly4eHHOro pesynbtata nccrienoBaHunA.

Mprmep — MHopmMaLmus o KOHLEHT payum UMMyHOpeak TUBHOEO TpuncuHa (MPT) B «CyXoM NATHE» Kpo-
BW 6onee 60 He/Mn [0 80 He/M/. NONyYEHHAs Y [JOHOLWEHHOTO HOBOPOXAEHHOTO NPU HEOHAT aflbHOM CKPUHUHTE,
CBUAETEeNbCTBYeT O MOrPaHUYHOM COCTOsHMUMU, 6osiee 80 HI/M — O NOAJO3PEHNU HA MYKOBNCLNAO3.

4.2.17 ®YHKUMNOHaNbHbIE XapaKTepPUCTUKN

4.2.17.1 AHanuTuyeckne OyHKUMOHA/IbHbIE XapaKTepUCTUKM

[lo/mKHbI 6bITb ONMCaHbl aHaNUTUYecKne OyHKLMOHaNbHbIE XapakTePUCTUKM, OTHOCSALWMECS K npeanona-
raemomy npumMeHeHuto. Cm. (5. npunoxeHue Al.

Mpumep — [N MeTOAUK KONNYECT BEHHbIX U3MEPEHUii: NpeAen n3MepeHusi, aHanuTuyeckas cneynduy-

HOCTb (BK/tOUas MHTepdepupyoLL e BelwecTBa), NPaBUIbHOCT b U/MNN NPELU3NOHHOCT b (TOBTOPSAEMOCTb,
NMpoOMeXyTo4Has NPeyn3MoHHOCT b, BOCMPON3BOAMMOCTb).

NMpumeyaHune — PYHKUNOHASIbHbIE XapaKTePUCTUKN MOTYT GbITb aHbl B CPABHEHUN C MEAVNLNHCKUM U3Aenu-
eM AN AUarHoCTUKK i vitro, NpeACcTaBNEHHbIM Ha pPbIHKE. MOXeT 6bITb NOME3HbIM rpacmyeckoe NpescTaBneHNe cTaTmc-
TUKW perpeccun n Koppenayuu.

4.2.17.2 VHTepBas U3MepeHusa

[Nns KonnyecTBEHHbIX METOAWK uccnefoBaHusa JO/DKeH ObiTb NpvBeAeH MHTepBas KOHLUEeHTpauwi, B
npegenax KOToporo OyHKLMOHa/IbHbIe XapakTePUCTUKN peareHTa A8 AMarHoCTUKY in vitro ABNATCA Banug-
HbIMU.

Mpumep — OT 5 go 500 mmonb/n.

4.2.18 Buonornyeckne pedepeHTHble NHTepBasbl

[N KonnyecTBEHHbIX METOAUK UcCnefoBaHns LO/MKHbI ObITb NpuBeAeHbl Gronornyeckne pedepeH-
THble MHTEpBasibl C ONucaHueM pedepeHTHO Nonynsuum, ykasaHMem yncria cy6 beKkToB U COOTBETCTBYHOLMX
MNCTOYHWNKOB NTepaTypbl.

EAVHUUBI, B KOTOPBIX BblpaXXeH peddepeHTHbIN MHTepBasl, A0/KHbl COOTBETCTBOBATb eAMHMLAaM, B KOTO-
PbIX BblpaXeHbl pe3ynbTaTbl U3MEPEHNS.

NMpumeyaHune — VHdopmaLmnio, OTHOCALLYIOCS K ONUCaHNI0 6UONOTNMYECKNX pedepeHTHbIX UHTEPBAaNoB, CM. B
(9. 14. 15. 16). MoryT 6bITb NpUBEAEHbI COOTBETCTBYHOLLME 3HAYEHUS MEAULMHCKUX PELUEHW.

4.2.19 OrpaHuyeHuss MeTOAMKN UccneosBaHns

[0/KHbI 6bITb ONMCaHbl /106blIe OrpaHNYeHnss MeTOAMKA UCCNEeAO0BaHUSA, BKIOYAaA MHOPMAaLMIO, OTHO-
CALLYIOCS K C/IeAyoLLMM acnekTam:

a) UW3BEeCTHble KIMHUYeCKkn 61n3kne nHTepdeprpyolie BELWECTBA;

6) uccnefoBaHMe HECOOTBETCTBYHOLWMX TpeboBaHNSAM 06pasLoB U BO3MOXHblE MOCIEACTBMSA 3TOrO,
€C/IN N3BECTHbI;
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B) (pakTopbl 1 06CTOATENLCTBA, KOTOPbIE MOTYT BAUSATL HA pe3ynbTaT, BMecTe C Mepamun NpeoCcTOPOX-
HOCTW. KOTOpble NO3BONAT NPefOTBPATUTL NONyYeHNe HEBEPHOTO pe3ynbTara;

r) BO3MOXHOCTb NepeHoca mexay npobamu, korga 3To fonycTUMO.

MpumeHstoT TpeboBaHnsa TOCT P NCO 14971 oTHOCUTE/IbHO MHhopMauumn no 6e30nacHoOCTu.

4.2.20 Bubnuorpaduyeckme CCbiKu

[lomxHbI 6bITb MPUBEAEHbI CCbINIKA HA NUTEPAaTYPHbIE UCTOYHUKM.

4.3 0O6Lwme TpeboBaHNA K NOCTaBKe HabOPOB peareHToB

KoHkpeTHble BuAbl 3akynaemblx HA60OPOB peareHTOB 3aBUCAT OT BO3MOXHOCTU UX aganTalum K cooTBe-
TCTBYIOLMM Npubopam 1 060pyA0BaHU0 AN MMMYHOTIOOPECLEHTHOTO MK OI0OPECLLEHTHOTO aHann3a.
Kaxpapbii BUA HabopoBs 3aKynaeTcs OTAE/bHbIM JIOTOM.

4.3.1 Cpok rogHocTtun

Cpok rogHocTn HabopoB — He meHee 10 mecsLueB € faTbl NPOM3BOACTBA M HE MeHee 8 MecsLEB C AaTbl
noctasku. CpoK roAHOCTM A0/KeH 6bITb YKkasaH Ha ynakoBke Habopa.

4.3.2 Ycnosusa xpaHeHus

Hab6opbl peareHTOB [AO/DKHbI XpPaHUTbCA B 3alUWLLEHHOM OT Bnarm MecTe npu Temneparype
+2 “C...+8 C.

Mpy Heo6X0ANMOCTN B MHCTPYKLUMM AO/KHBI ObITb Yka3aHbl 0CO6ble TpeboBaHMsA K yCNOBUAM XpaHeHUs
OTAeNbHbIX KOMMOHEHTOB HAbopOB.

4.3.3 Ycnosus TpaHCcnopTupoBaHus Habopa

Temnepartypa okpyxatoLein cpepbl npu TpaHcnopTuposke +2 eC ...+8 aC. [lonyckaeTca TpaHCnopTupo-
BaHWe npu TemnepaTtype Ao +25 rC B TeueHue [0 3-X cyToK. Mpu HEO6XOAUMOCTY B UHCTPYKLUW AO/MKHbI 6bITb
ykasaHbl 0CO6ble Tpe60BaHNA K TPAHCMOPTUPOBAHNIO OTAEbHbLIX KOMMTOHEHTOB Ha60POB.

4.3.4 ConpoBogutenbHasa fOKyMeHTaums nNpu noctaske Habopos

Habopb! peareHTOB A0/MKHbI GbITh paspeLleHbl K MPUMEHEHUIO Ha TeppuTopumn Poccuiickoih deaepauun
B YCT@QHOB/IEHHOM MopsAKe ¥ AO/MKHbI UMEeTb:

a) CBefieHusi 0 perncTpaLvoHHOM Y0CTOBEPEHUN, BbIAAHHOM U3rOTOBUTENIO B YCTAHOB/IEHHOM NOpPsf-
Ke ynosIHOMOYeHHbIM ®efepanbHbiM OpraHoM UCMONHUTENbHON BnacTn P® B cdhepe 34paBooXpaHeHus;

6) WHCTPYKLMIO MO NPUMEHEHWIO WKW PYKOBOACTBO MO 3KCNyaTaunm MeguuMHCKOro usgenusa ans no-
nb3oBartens.

Bce BblleyKa3aHHble OKYMEHTbI AO/MKHbI ObITb NpeAcTaBNeHbl Ha PYCCKOM A3blKe.

4.3.4.1 TpeboBaHWA K MHCTPYKUUM K HABOpy peareHToB

WNHCTpyKums kK Habopy peareHToB Ao/mkHa OblTb NpegocTaBNeHa U3rOTOBUTENIEM Ha PYCCKOM sA3bike. CM.
n. 4.2 HacToswWero ctaHAapTa, [6.pasgen 7].

Oco60e BHMMaHWe A0/KHO ObITb yAeneHo MepaM NpefoCTOPOXHOCTY.

4.3.4.2 TpeboBaHus K cepTudmkaTy KOHTPO/IA KauecTBa

CepTudmkat KOHTPO/IA KayecTBa A0/HKEeH NpeAcTaBNATh CO60M JOKYMEHT Ha PYCCKOM A3blke, KOTOPbI
npefocTaBnseTCcs No/b30BaTeNio N3roToBNTENIEM BMECTE C Habopamu peareHToB KOHKPETHOro fioTa. B cepTu-
dvKaTe KOHTPONS KayecTBa [O/IKHO 6bITb YKa3aHo:
HavMeHOBaHWe M3roToBUTENs Habopa peareHToB;
HOMep Habopa Mo kaTtasnory.
HOMep napTuu (Homep f10Ta);
cocTaB Habopa (KOMMOHEHTbI);
- HOMEp I0Ta KaXAoro peareHTa (KOMNoOHeHTa Habopa);
- parta uctevyeHus cpoka xpaHeHus Habopa:
Kanmépartopbl, KOHLEHTPaLMsa aHanMTa B KPOBU B KaXXA0M kanvbpaTope B eguHuuax CU;
KOHTPOJIbHBIA MaTepuan B HOPMasbHOM AnanasoHe KOHLUEeHTpauuu;

- pesynbTaTbl atTecTaummn KOHLEeHTpaLuy aHaimTa B KOHTPO/IbHOM MaTtepuasie ¢ ero HOpMasibHOW KOH-
LueHTpaumen (cpegHas apudmeTryeckas n AONYCTMMbIE OTKIOHEHWUS OT CpefHei apudmMmeTuyeckoii):

- KOHTPO/bHbI MaTepuan B NaTOOTMYECKOM Anana3oHe KOHLEeHTpauuu;

- pesynbTaTbl atTecTaummn KOHLEeHTpaLmmn aHanamTa B KOHTPO/IbBHOM Martepuase ¢ NaTosIorMyeckoli KoH-
LueHTpaumen (cpegHas apudmeTryeckas n AONYCTMMbIE OTKIOHEHWUS OT CpefHei apudmMeTuyeckoii):

- (hbakTop KOHBEpPCUM eAnHUL, Hanpumep, 13 Mr/100 M B MKMO/b/N (KO3 ULMEHT NepecyeTa);

- MeToj aHann3a;

- Mepbl NPeAoCTOPOXHOCTN Mpu paboTe € kannbpaTopamu U KOHTPOJIbHbIMY Matepuanamu, NnogTeep-
X[EeHne Toro, YTo M3roTOBUTE b FapaHTMPyeT OTCYTCTBUE B KPOBU, UCMOMb30BAHHON /19 NPUrOTOB/EHNS Ka-

8
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NMBPaTopPOB M KOHTPOJIbHBIX MaTepuanoB, aHTUreHa Bupyca renatuta B. aHTuten k Bupycy renatuta C, a
Takke aHTUTeN K BMupycam BMWY 1 + 2;

- jaTta aHanusa.

CepTudukaTt KOHTPONA KavyecTBa [O/HKEH ObITb NOATBEPXAEH (3aBepeH) cneyuannucTtom U3roTo-
BUTENSA.

4.3.5 Hanunume cepBUCHON CAyXObl AN151 0GCNYXUBAHUSA PErMOHa, 411 KOTOPOro 3aKynakTCs Ha-
60pbl peareHTOB

Mpy 3aKynkax HabopoB peareHTOB A0/IKHO OblITb 06ECNEYEHO HaIMYNE CepPBUCHOW CNyX6bl Ana 06cny-
XUBaHWA PErMOHA, 4719 KOTOPOro 3akynaloTcs Habopbl peareHToB. MocTaBLMK UK NPOU3BOAUTENL HAGOPOB
[O/MKeH coobLWMTb HauMeHoBaHue, agpec, TenedoH/dakc. 3M1eKTPOHHbI agpec opraHn3aunMm CepBUCHON
CNyX6bl.

5 TexHunyeckue xapakTepuUCTUKM pacxoLHbIX MaTepnanos ANSA ANATHOCTUKK
in vitro 4na pNopecLUeHTHOTO U UMMYHOMNIOOPECLEHTHOrO aHanmsa «cyxoro
nATHa» KPOBU HOBOPOXAEHHOTO

5.1 TexHUYecKne xapakTepUCTUKN TeCT-6/1aHKOB AN1A MOSTyHEHUS «CYXOro NATHa» KanuiasipHow
KpPOBW HOBOPOXAEHHOIO

5.1.1 BHelwHuWin BUA TOCT-6/1aHKa

TecT-6naHK A0/HKEH NpeAcTaBiATb CO60M KapTy C TEKCTOM MHCTPYKLMUW MO B3SATUIO KDOBU HA PYCCKOM
A3blKe, NYHKTaMW 4151 BHECEHUS LIAPVKOBON py4YKoi MHCHhOPMAaLMM O HOBOPOXAEHHOM U YETbIPbMS UIN NATLIO
KpY>XKamMu, HaneyaTaHHbIMW C OfHON CTOPOHbI (MM C 06enx CTOPOH) MYHKTUPHOW MW TOYEYHOW NMHKENR, ans
HaHeceHus KpoBu. TecT-61aHKn [OMKHbI ObITb M3rOTOB/IEHbI N3 hUNbTPOBasibHONM Bymary Tna Whatman 903
WM aHaI0TMYHOI NO CBOMM CBOMCTBaM.

MpumevyaHuns

1 Monockn PUNbLTPOBANIbHOW BymMarnm ¢ «Cyxumu naTHaMU» KPOBMW C Kanmbpatopamu Ansi NOCTPOeHUst kanubpo-
BOYHOI KPUBOW W KOHTPO/IbHLIMW MaTepuanamu nocTaBAAalTCA B Habopax peareHToB AN U3MEpPeHUs COOTBETCTBYIO-
LWMX aHanMToB, U3roTaB/NMBalOTCS U3 TOl Xe (uNbTpoBanbHOW 6Gymarn, 4to U TecT-6/1aHKM Ans B3STUA KPOBU Y
HOBOPOX/EHHbIX.

2 Jliobble XxMmuyeckne cpeAcTBa, KOTOPble UCMOMb3YHTCA 419 HaneyaTaHUs KPYXXKOB, UHCTPYKLMM NO HAHECEHWIo
KPOBW Ha HWNX WM MYHKTOB MHpOpMaLMn 0 HOBOPOXAEHHOM, HE [O/KHbI UHTephepmpoBaTb B aHa/IMTUYECKOM mpoLecce

5.1.2 CraHpapTu3auus dunbTpoBasibHOW Bymarun Ans TocT-6/1aHKOB
dunbTpoBasibHas bymara ANna TecT-6/1aHKOB f0/MKHA ObITb CTaHAAPTU30BaHa No TOJWMHE, NAOTHOCTY,
pH. cofepxaHuto 30/bl.

MpumMmeuyaHune — VHpopMaLusi 0 TEXHUYECKUX XapakTepUCTUKax UIbTPOBaIbHON Gymaru ans TecT-6/1aHKoB
JO/MmKHa 6bITb MpeAcTaBieHa M3roToBUTeNeM no 3anpocy nonb3osatens. [4], (10. Mpunoxexnsa C u D).

5.1.3 Bpems abcopbLummn KpOBW Ha (hUNbTPOBasbLHOW Bymare

[na nateH, koTopble obpasytoTca npu HaHeceHun 100 Mk KpoBwM (C rematokputom 55 + 1 %). Bpems ab-
copbumn KpoBM AO/KHO 6bITh B cpeaHem 12 ¢, ananasoH 5—30 c [10].

5.1.4 AnameTp NATHA KPOBU U CpefiHUIi 06 bEM CbIBOPOTKN B ANCKO AnamMeTpoMm 3,2 MM

OnamveTp natHa 100 MK HaHeceHHoW KpoBu (remaTokpuT 55 + 1%) Jo/mkeH 6biTb He MeHee 16
(15— 17 mm). CpepgHuii 06bem CbIBOPOTKM AN ANCKa AnaMmeTpoM 3,2 MM BbIGUTOro n3 natHa u3 100 MK KpoBwM
C WHTaKTHbIMW 3puTpouuTamMu K rematokputom 55 %, pgosmkeH 6biTb (1.54 1 0.17) MKN Ha AUCK Wau
(1,31 0,19) mkn 13 100 MK/ remonnsMpoBaHHo kposu [10].

NMpumeyaHue — [lnaMeTp HaCKBO3b NPOMUTAHHOTO KPOBbLIO KPYXKa (NATHA KPOBM) Ha TecT-61aHKe v anameTp
BbI6MBAEMOTO U3 HETO AWCKA A/18 aHaNN3a A0KHbI 6bITb YKasaHbl M3rOTOBUTENEM a MHCTPYKLMK K HA60pYy peareHToB. Mpu
VU3MEHEHUW N3TOTOBUTENIEM Habopa peareHToB TEXHUUYECKUEX XapaKTepuUCTUK TecT-6/1aHKOB A0/MKHbI ObiTb 06ecneyeHsb
rapaHTun COXpaHeHUs (PYHKLMOHA/BbHBIX U METPOIOTMYECKUX CBOMCTB U3MEPEHUSI aHaNMTa. KOTOpble JOMKHbI 6bITb He
XYXe YCTaHOBNEHHbIX HACTOSLMM CTaHAAPTOM.

5.1.5 Ycnosusa xpaHeHus

XpaHeHne HeBCKpbITOI ynakoBku npu Temnepartype +8 °C...+25 aC.
5.1.6 Cpok rogHocTu

CpoOK rofjHOCTN He MeHee 2 fieT € AaTtbl NPON3BOACTBA.
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5.1.7 VIHdhopMauus n3rotoBuTenia Ha TecT-61aHke

Ha TecT-6naHKe AO/MKHbI 6bITb YKa3aHbl HAMMEHOBaHWE N3roTOBUTENS (MOCTaBLLMKA), €r0 MeCTOHaX0X-
feHvie. agpec, TenedoH, HavMeHoBaHWe NPoAYKLUN, HOMEP NapTuK, HoMep 611aHKa, YCI0BUS XPaHEHUS], CPOK
rofHOCTM C JaTbl NPOU3BOACTBA, MHPOPMALMA HA PYCCKOM A3blke O Crnocobe HaHeCeHUS KPOBU Ha KPYXKW
TecT-6n1aHka U mepax npefoCTOPOXHOCTU.

Mpumepbl

1 MNMonyyeHHble NATHA KPOBY BbICYLLIMBAIOT Ha BO3[yXe B TeyeHne 2—3 4B roOpu3oHT aNlbHOM MOJTOXEHUN
npu KOMHaTHOW TemnepaType (+18 ‘C... +25 ‘C). n3beras nonagaHus COMTHEYHbIX y4ei.

2 O6pa3sybl KpOBU, HAHOCKMMbIEe HAa (DUNbT poBa/bHY Gymary, He AO/MXHbI cogepxaTb SATA Bo nsbexa-
HUe UCKaxeHns pe3ynbTaToOB aHanusa.

NMpumeuvaHne — Cnocob B3ATUA 06pa3LOB KPOBM U3 NATKM HOBOPOXAEHHOTO U HAHECEHWS Kanau KPOBW Ha
KPY>XXOK TecT-6naHka onucaH (10.17].

5.1.8 VIHopmauus 0 HOBOPOXAEHHOM Ha TOCT-6/1aHKe
Ha TecT-6naHke A0/MKHO BbITb MECTO A4/18 YKa3aHus:
- HavMeHOBaHWe yypexpgeHus 34paBoOXpaHeHuns, B KOTOPOM Mpou3BefeHo B3ATHe 06pasLoB KpPoBU Y
HOBOPOX/EeHHOro pebeHka:
- ©.1.0. matepu pebeHka;
afpec BbIObITUA MaTepn pebeHka:
Tened)oH matepu pebeHka:
agpec npoxusaHusa pebeHka;
nopsiAKoBbI HOMep TecT-61aHka ¢ 06pasL oM KPoBY;
nos pebeHka (KEeHCKMWIA, MyXCKOW)
faTa pofos;
- HOMep UCTopUW POAOB;
- Macca npu poxgeHun, rpamm;
cocTosiHne pebeHka (340poB/6oneH — AuarHos);
farta B3aTua obpasLia KpoBu;
[LOHOLLIEHUbI/HeJOHOLIEHHBIA/CPOK recTauumn, Hegenb;
- hamMunna, M. 0TY4eCTBO ML, OCYLLLECTB/ISABLLErO B3ATUE KpoBu [17].
5.2 YcTpoiicTBa ANa B3ATUSA KanUAASPHON KPOBW M3 MATKM HOBOPOXAEHHOro pebeHka

[na nonyyeHns AOCTATOYHOTO KOMYECTBA KPOBW A1 NPOKOMa MATKA Ha ee MaaHTapHON NOBEpXHOCTM
cnepfyeT UCNOMb30BaTh CTEPUSIbHBIE CkapukaTopbl 04HOPAa30BOr0 NOb30BaHUS, MMG0 YCTPONCTBO 419 HaA-
pe3a KOXu MATKN HOBOPOXAEHHOTO.

ny6buHa npokona He f0/KHA NpeBbIWaTh 2 MM BO u3bexaHue noBpexAeHns KOCTU HOBOPOXAEHHOTO.
YCTpOICTBO ANA Hagpesa KOXW NATKA HOBOPOXAEHHOTO MO3BOMAET NOMYYMTb AOCTATOYHOE KOSIMYECTBO KPOBYU
npu cTaHA4apTU30BaHHOM paspese ry6uHoin 1 mm n gnvHoin 2.5 mm [10]. [17].

5.3 TexHun4yeckune n PyHKUNOHA/IbHbIE XapaKTepPUCTUKN HabopoB peareHTOB A/19 M3MepeHus

aHa/IMTOB MeToA0M (PIHOOPECLLEHTHOIO N UMMYHOM/TFOOPOCLIEHTHOTO aHasIn3a «Cyxoro naTHa»

KPOBW HOBOPOXAEHHOIO A1 ANAarHOCTUKM in Vitro

MpusefeHHble TpeboOBaHUA K XapakTepucTukam HabopoB peareHToB ABAAIOTCA MUHMMAaNLHO AONYCTU-
MbIMU. Habopbl peareHTOB pas/IMyHbIX U3roToBUTENEW, NpefHa3HavYeHHble A5 U3MePeHNs aHaIMToB Npu He-
OHaTa/lbHOM CKPWHWHIE B «CYXOM MSATHE* KPOBW C WCMNOMb30BaHWEM APYrux MeTOAWK, LO/DKHbl UMeTb
hyHKLMOHANbHbIE aHANUTUYECKME XapaKTepPUCTUK/ He XYXe YCTaHOB/IEHHbIX HACTOSALWMM CTaHAAPTOM.

5.3.1 Habop peareHTOB A1 M3MepPeHUs KOHUeHTpauuu eHunnanaHnHa B «CyXmx MNATHaX»
KPOBU HOBOPOXAEHHbIX METOAOM (PNOOPECLEHTHOro aHanm3a in vitro npyu HeoHaTaslbHOM CKpU-
HUHre

5.3.1.1 TMpepHa3HayeHHOe NpMMeHeHne Habopa

Habop peareHTOB npefHasHayeH A/18 M3MePeHust KOHLEeHTpauum eHnnanaHmHa Metofom toopec-
LEeHTHOro aHanu3a in vitro Ha dotoopomeTpe NaaHWeTHOro Tuna (aHanmsaTope pHopoOMeTpUYEeCcKoM) B 06-
pasuax KpoBM HOBOPOXAEHHbIX B BUAE «CYXUX NATEH» KPOBU Ha TecT-6/1aHkax U3 uibTpoBasibHOW Gymaru
NP1 MaccoBOM CKPWHWHIE C Lie/iblo BbISIB/IEHNS HOBOPOXAEHHbIX C (DEUNTKETOHYPUEN 1 KOHTPO/IS COCTOSHNSA
BbISIB/IEHHbIX 6O/bHbIX.

o
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5.3.1.2 TMpuHuun metopa

OnpepgeneHne 0CHOBaHO Ha (HNHOOPECLEeHLUMN KoMMiekca peHnnanaHmia B peakuu ¢ HUHIMAPUHOM.
Peakuus ycunusaeTcs gunentngom bneiyun-bananmHom B npucytcTeum 6ytepa. MegHblii peareHT ucnosb-
3yeTcs AnA fanbHelilero ycuneHns tayopecueHLmm.

5.3.1.3 CnekTpanbHO-NHOMUHECLEHTHbIE XapakTepucTukn

Makcmym chnyopecueHLMn Ha A/IMHe BOJIHbI 486 HM Npu BO3GYXAeHUM Ha ANuHe BosHbI 390 HM. B 3a-
BMCUMOCTY OT TWMNa nnaHweTa 1 Tmna giroopoMeTpa nsmepexHme qIl0opecLeHLnmn AOMKHO NPON3BOAUTLCS B
AvanasoHe 471MH BOsH oT 440 o 620 HM npu Bo36yxaeHun oT 330 HM A0 430 Hwm.

WHTEHCMBHOCTL (h1t00pecLeHL MM NPonopLoHasibHa KonnmyecTsy heHnnanaHmHa s npobe.

NMpumeyaHue— Tun npubopa u TUN NNaHWeTa AOMXHbI 6bITb YKa3aHbl N3rOTOBUTENEM B MHCTPYKL UK K HABO-
py peareHToB.

5.3.1.4 MepBuuHble 06pasLbl ANa aHanusa

HenocpeacTBeHHOe onpefeneHne NpoBoOAMTCS B AMCKax AvameTpom 3.2 MM, KOTOpble BblGMBAKOTCA C
NMOMOLLBI0 CMeLnanbHOro YCTpoiCcTBa (MHCTPYMeHTa A1 BblOMBaHUSA AUCKOB, NpoboiHuka, cMm. n. 4.4,
FOCT P 55992.1) 13 «CyXux NATEH» KPOBW HOBOPOXAEHHbIX Ha TECT-6/1aHKax huNbTPOBasIbHOW ByMarv mapku
Whatman 903 unv aHanormyHoi no CBoOMM CBOCTBaM.

5.3.1.5 KonunyecTBo onpegeneHuii

OpvH Habop go/mkeH 6bITb paccuuTaH HO MeHee YyeM Ha 960 onpegeneHuii.

5.3.1.6 KomnoHeHTbl Habopa

B coctas Habopa [0/KHbI BXOAUTL!

- Kanubpatopbl (He MeHee 6 ypoBHeli) C aTTeCTOBaHHON KOHUeHTpauuein deHwnanaHvHa ot 0 go
1240 mMKmonb/N. npegHasHayeHbl 418 NOCTPOEeHUA KannbpoBOYHON KPpMBOiA. [lo/KHbI cogepXxaTbecs B 3aKpbl-
TOM NJaCTUKOBOM KOHBEPTE C B/AronornoTUTeNeM 1 NpeAcTaBnsTb CO60M BbICYLLEHHbIE NATHA KPOBMU Ha thu-
NbTpoBasnbHOW Gymare TOM e Mapku, Ha KOTOPOW BbIMOIHATCA UCCNEeA0BaHUS «CYXUX MATEH» KPOBM
HOBOPOXAEHHbIX. MonHasa kanmbpoBoyHasa KprBas [O/HKHA OblTb MOCTPOEHA AN KaXA0ro nnaHwera.

MpumeyaHunsa

1 3HayeHusa KoHUeHTpauun eHnnanaHnHa B kannbparopax, KONNYeCTBO KanmbpaTopos, CPOK FOAHOCTU U YC/0-
BUS XpPaHEHUS [O/DKHbI OblTb YKa3aHbl B MHCTPYKLMKN K HA60PY. TOYHbIe 3HaYeHUs KOHLLEHTpaLmmn deHnnanaHHa 3asmcsar
OT /10Ta Habopa peakT!BOB, Cepumn kanmbpaTopa, 1 A0/KHbI 6bITb Yka3aHbl B KOHTPO/IbHOM cepTudmkate — cepTudukate
KayecTsa, npuiaraeMoM K Habopy, N Ha 3TUKETKAaxX K Kaxjomy kanubépatopy.

2 WN3rotoBuTeNb AO/HKEH NpefcTaBuMTb MHDOPMALMI0 O MeTofax arTecTaunm 3HaueHnii B KaIM6pOBOYHbIX MaTepu-
anax. a Takxe gaHHble 0 NPOCNEXNBAEMOCTU 3HAYEHUI pe3yNbTaToB U3MepeHuii B KaIMB6POBOYHbLIX MaTepnanax. 3Ta WH-
dhopmauma fomkHa 6biTb YKaszaHa B UHCTPYKLKM K HABOpY peareHToB.

- KOHTpOSibHble MaTepuasbl. JOMKXHO 6biTb He MeHee 2-X KOHTPO/IbHbIX 06pa3LoB (He MeHee 3-X MsATeH
ONs1 KaXOM KOHLeHTpauumn) ¢ KoHLEeHTpauueid dpeHunanaHnHa B 06/1acTi HOPMasibHbIX U MOBBILLEHHBIX KOH-
LieHTpauuit. KOHTPO/IbHbIE MaTepuasbl KaXAoW KOHLEeHTpaLUWmM fO/MKHbI COAEPXKATbCSA B 3aKPbITOM M1aCTUKO-
BOM KOHBEpTE C BNAronoroTuTesIeM U NPeAcTaBATb CO60l BbICYLLUEHHbIE NATHA KPOBU Ha (OMUNbTPOBASILHON
Gymare TOii Xxe Mapku, Ha KOTOPOIA BbIMOHAIOTCS UCCNEA0BaHUA «CyXWUX MSATEH» KPOBU HOBOPOXAEHHBIX.

MpumevaHnsa

1 3HayeHus KoHLeHTpauun peHnnanaHnHa B «CyxXux naTHax» KOHTPO/IbHbIX MaTepnanos NpaBuibHOCTH, KONYec-
TBO KOHTPOJIbHbIX MaTepuasnios, CPOK FOAHOCTU W YCMIOBUA UX XPaAHEHUS AO/MKHbI 6biTb ykasaHbl B MHCTPYKUMUM K HA6opy.
TouHble 3HaYeHWs KOHUEeHTpauun eHnnanaHmHa B KOHTPO/IbHbIX Matepuanax JO/KHbl 6biTb YKa3aHbl B KOHTPO/IbHOM
cepTtudmkate (cepTudpmkaTe kayecTaa), npuaaraeMom K Habopy peakT1BOB, U HA 3TUKETKAX Ha KOHTPOJIbHbIX MaTtepuanax.

2 Wudopmauua o metofgax atTectauyuy 3HavyeHWlii KOHUEHTpauun eHunanaHnHa B KOHTPO/IbHbIX MaTtepuanax
[O/KHa 6bITb NpeAcTaBfeHa B MHCTPYKLUWUM K HAOOPY peakTMBOB WM B NAcCnopTe K KOHTPO/IbHbIM Matepuanam.

3 WHdopmauus o npocnexmsaeMocTyt 3Ha4eHnit pe3ynbTaToB U3MepeHUs KOHLeHTpauu dheHnnanadnHa B kanmé-
POBOYHBIX U KOHTPOJIbHbIX MaTepuasax NpaBu/ibHOCTN A0/KHA 6bITb NpejcTaB/ieHa B MHCTPYKUUM K HAbopy peakTuBOB.
Cwm. n. 4.2.5 HacTosAwWwero ctaHgapra.

4 PekoMeHpayeTCcs yyacTue nabopatopuu a nporpamMMax BHELUHel OLeHKW KauyecTBa pe3y/nbTaToB onpefesneHuns
heHnnanaHmHa a «Cyxux nsiTHax» KPOBW NPU HeEOHAaTa/lbHOM CKPUHUHTE;

- peakTuB A5 BblAeNeHns (IKCTpakuum heHnnanaHnHa) u3 LenbHoi KpoBu (3TaHON, LMHK-CYbgaTHbI
UNW Opyroii peakTue, eciv 3To AONYCTUMO);

- peareHT ¢ HUHTUAPUHOM;

- BychepHsblit pacTBop, pH 5,8;
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- bneliunn-banaHnH nopoLwok nunn pacteop B 6ydepe;

- MefHblil peareHT;

- MUKPOMAaHLWEeTbl Ha 96 NYHOK KaXabliA, C M/IOCKAM AHOM, C 6e/bIMW UK NPO3payYHbIMy CTEHKaMU — B
3aBMUCMMOCTM OT TUNa MaHWeTHOro hIIOPoOMeTPa, Kak yka3aHo U3roToButeneM;

- VHCTPYKUMA K Habopy peareHToB.

5.3.1.7 AHanuTtuyeckue xapaxkrepuctnkm

a) MpeumnsmoHHOCTL pesynbLTaToB

Mcnonb3ysa KOHTPO/bHbIE MaTepuasbl N3 Habopa U3roToBuTeNs, cnegyeT BbiNOHATL 4BOHbIE U3Mepe-
HUS KaX0ro KOHTPO/IbHOTO MaTepuasna B KaKAon cepun nsmepeHuit.

MoryT 6bITb UCNOb30BaHbI KOHTPO/IbHbIE MaTEpPMasbl APYTUX U3rOTOBUTESEN C aTTeCTOBAHHbLIMU 3HaYe-
HUAMW KOHUEHTpaLuun heHnnanaHmHa B «Cyxmx NATHax» KPOBU (P/IIOOPECLEHTHLIM MeToAOoM. lMonyyeHHble
3HaYeHNA KOHUEeHTpauun heHnnanaHmHa B \3MepeHHOM KOHTPO/IbBHOM MaTepuasie AO/MKHbI YK1aAblBaTbCsA B
JonycTuMble npefesbl, yCTaHOB/IEHHbIE U3TOTOBUTENIEM W YKa3aHHble B cepTudukaTe KOHTPONS kavyecTsa u
Ha 3TUKeTKe A/19 3TOr0 KOHTPOJILHOrO Martepuana.

MpunmeyaHunsn

1 Mpu BHeLLHe oueHKe kayecTBa pe3ybTaToB A1 KOHLEHTpaLuMn heHnnanaHnHa B «Cyxmx NTHax* KpoBu MoryT
6bITb NPUHATLI CreAyoLne JONyCTUMbIE 3HAYEHUS:

- OTHOCUTE/IbHbI BHYTPMAHEBHOI pasmax Mexay AByMA W3MepeHUsiMU B OAHOW cepun — He 6onee 1S %;

- OTHOCWTESbHbIV MEXAHEBHON pasmax mexay AByMS cepuamu (CpefHuMmn 3 2-xX nusmepeHunin)— He 6onee 20 %;

- CMeLlleHve cpefHero n3 4-x u3MepeHuii (2 cepumn no 2 namepeHust) — B cpefHeM He 6onee 18 %.

2 [laHHble PCBOK. nonyyeHHble Npu BHELLUHENR OLeHKe kayecTBa pe3y/ibTaToB onpeAeneHns KOHLeHTpauumn deHn-
NanaHuHa B «Cyxmx NSATHaX» KPOBU B CneLuann3npoBaHHbix 1abopaTopusx HeoHaTabHOro CKPUHUHIA Npy AeicTByoLLeit
CXeMe BHELLHero KOHTponsA kavecTsa, npegocrtassieHsl PCBOK.

6) YyBCTBUTE/ILHOCTb

MunH/ManbHas AOCTOBEPHO onpefernseMas KOHUEeHTpauus eHnnanaHnHa B «Cyxux MATHax» KpPOBM
[O/KHa ObITb MEHbLUE AN paBHa 25 MKMOb/N.

B) VHTepBasn nsmepeHus

OT 30 Ao 1240 mkmonb/n.

r) MoporoBoe 3HauyeHue (cut-off)

PekomeHayemoe 3HauveHue 120 mkmonb/n (2 mr/100 mn). MoporoBoe 3HavyeHWe pekoMeHayeTCcs yTou-
HWTb 1 YCTaHOBUTb A5 06CneayemMoro KOHTUHreHTa B kaxaoi nabopartopuu.

a) Oxumpaemble pesynbTaThbl

B MHCTPYKLMK K HABOPY A,0/KHbI ObITh MPUBEEHBI 3HAYEHUA KOHLEHTpaLUun theHnnanaHuHa npu onpe-
JeneHnn B «CyXOM NATHE» KPOBU Y 3[,0POBbIX JOHOLIEHHbIX Y HEJOHOLLIEHHbIX HOBOPOXAEHHbIX NPN HEOHA-
Ta/lbHOM CKPWHUHIEe — ped)epeHTHble Bes/IMYMHbI, KOTOpble BbIOMPAIOTCA Kak OPUEHTUPbI ANS OLEHKN W
WHTepnpeTaunn pesynbTaTtoB. B kaxaoi naboparopuv npu UcnonbL30BaHNM Habopa pekomeHayeTcs yTou-
HUTb 3TU 3HAYEHUS, KOTOPbIE MOTYT HE3HAUNTE/IbHO OTINYATLCA B JaHHOM KOHKPETHOM pernoHe. B MHCTPyK-
UMM K Habopy peareHTOB crefyeT YykasaTb CNoco6 YCTAaHOB/IEHUSA MOMOXWUTENbHbIX Pe3ynbTaTos,
COMHWTE/IbHOW 30HbI. T.€. Pe3y/ibTaToB, KOTOPbIE HEe/b3SA CUNTATb HW MOMOXUTENBbHBIMW, HU OTPULLATENbHbI-
Mu. X cnepyeTt NOBTOPUTL Kak MOXHO CKOpee, a Takxe cnefyert ykasaTb, Kak MUHTepnpeTnuposaTh pesynbra-
Tbl HMXe kanuépatopa C HavMeHblUeil KOHUeHTpauuein eHnnanaHvHa v Bbile kanubpatopa € Hawu-
60/blUel ero KoHUeHTpauue.

e) UNHTepdepeHuus

F'eMorno6uvH Ao koHueHTpauuy 200 r/n He fO/HKEH BIMATL Ha pe3ynbTaTbl. Y NauneHToB C TPaH3aUTOPHOA
1 BPOXAEHHOM rMnepTupo3nHeEMUEl KOHLeHTpauus dheHnnanaHmHa B KPOBM MOXET ObITb NOBbILLEHA. Bunnpy-
6uH po 0.684 mmonb/n. ackopbuHoBas kucnota fo 0,17 mmons/n, D-rnoko3a 4o 67 MMOJb/N He AO0/HKHbI OKa-
3bIBaTb BINSAHNE HA pe3y/ibTaTbl.

5.3.2 Habop peareHTOB AN U3MEPEHUSA KOHLUEHTpauun rasnaktosbl (pepMeHTaTuBHbIM (Ha OCHO-
Be raslakTo300KCUAa3HOro) o/II00OPOMETPUHOCKUM METOLOM B «CYXMX MATHAX» KPOBU HOBOPOXAEH-
HbIX NMPU HeoHaTa/IbHOM CKPWUHUHIe

5.3.2.1 TlpepgHa3HayeHHOe NpuMeHeHne Habopa

Habop peareHTOB f0/KEH 6bITb NpegHa3HauYeH ANS N3MepPeHns CyMMapHON KOHLLEHTpaLMKN ranakrosbl 1
ranaktoso-1-cpocdara B obpasuax Kpos HOBOPOXAEHHbIX B BULE «CYXUX NATEH» Ha TeCT-6/1aHKax punbTpo-
Ba/IbHON Bymarn ¢ Lefbio BbISIB/IEHUSA HOBOPOX/AEHHbIX C BbICOKM YPOBHEM laslakTO3eMUU NPV HeoHaTaslb-
HOM CKPWHUHre.
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5.3.2.2 MMpuHumMn metoga

CB060Han ranakTo3a 13 «Cyxoro NATHa» KPoBW W rasiakTo3a ranakto3o-1-poctara kposm, ocsoboxaa-
lolasncs nog AelicTBMeM LesoyHol hocthaTasel, NnogBepraroTcs OKUCEHNIO MO AeiCTBUEM raslaKTO300KCH-
fAasbl ¢ 06pasoBaHnem D-ranakTo-rekcagmanbfosbl U nepekncu Bogoposa.

OnpefeneHne OCHOBAHO Ha W3MEPEeHUW MHTEHCMBHOCTW brtoopecueHuun aopodopa — gumepa
3-(p-rnapokcrcheHn)NPONMOHOBOI KncnoTel (aumep-HPPA). o6pasytouerocs ns 3-(p-rugpokcudernn)nponu-
OHOBOI KNCNOTbI (MOHOMEP) B PeakLin ¢ NepeKUCLI0 BOJOPOAA B NPUCYTCTBAN NEPOKCUAAabI.

NMpumeuyaHune — He3aBUCMMO OT NPUHUMNA (DEPMEHTATUBHOIO ONPEAE/IEHNs ranakTo3bl Habopbl peareHToB
[O/MKHbI 6bITb COBMECTUMbI C KOMNIEKTOM 060pyA0BaHWsi nabopaTtopuu, Ans KOTOPOI OCYLLECTBAETCS WX 3aKynka.

5.3.2.3 CneKTpanbHO-NIOMUHECLIEHTHbIE XapaKTepucTukm

N3mepeHne MHTEHCMBHOCTU (hII0OPECLEHLMM B NaHLWeTax NPOBOANTCA HA NNaHWeTHOM aHanu3arope
thnoopomeTpryeckoM (hoopomeTpe).MakcMMyM ANMHbI BOSHbI BO36YXAeHNs B gnanasoHe 320—340 HM 1
ONVHBI BOSIHBI UCnyckaHusa dnopecueHuny — 405 Hw.

5.3.2.4 TepBuyHble obpasLbl 418 aHanusa

HenocpepcTBeHHOe onpegeneHve NPOBOAMUTCA B AMCKax gnameTpom 3.2 MM. KOTOpble BbiGMBalOTCA C
NOMOLLbIO CreuuasibHOro ycTpoiicTBa (YCTpoicTBa 415 BbIOMBAHNS ANCKOB, NPO6OHMKa, cM. M. 4.4, 55992.1)
U3 «CYyXMX NATEH» KPOBUM HOBOPOX/EHHbIX HA TecT-6n1aHkax punbTpoBanbHoli 6ymarn mapku Whatman 903
nnm 6ymaru ¢ aHaf0rMyYHbIMY CBOMCTBAMM.

5.3.2.5 KonnuecTBo onpegenexwii

OfavH Habop A0MKEH ObiTb paccuuTaH Ha 960 onpeaeneHuii.

5.3.2.6 KomMnoHeHTbl Habopa

B cocTaB kaxoro Habopa [0/MKHbI BXOANTb:

- KanmbpaTopbl C aTTECTOBAHHBIMU 3HAYEHUAMY KOHLEHTPaLuN ranakTosbl; He MeHee 6 ypoBHel KOH-
LeHTpaummn. OHM NpeacTaBNAT CO60M BbICYLIEHHbIE MATHA KPOBM Ha (PUIbTPOBa/IbHOW Bymare ¢ aHanormy-
HbIMV CBOWCTBaMM TOW >X€ MapKkd, Ha KOTOPOI BbINOMHATCA WCCNEA0BAHNA «CYXWUX MNATEH» KPOBU
HOBOPOX/EeHHbIX (He MeHee 3 NATEH KPOBMW AN1A KaXKAON KOHLeHTpaLumn) B 3anevyaTaHHblx naketax c BAaronor-
notutenem. KoHUeHTpauus ranaktosbl B KaJMbpoBO4UHbIX Npobax B guanasoHe oT 0 Ao 2220 MKMOsb/N
(0 — 40.0 Mr/100 mn). KannbpoBoyHasa KprBas A0/KHA OblTb NOCTPOEHa ANA KaxAoro niaHwera.

MpumevaHuns

1 3HauyeHust KOHLEeHTpauun ranakTosbl, KOMYECTBO KanubpaTopoB, CPOK FOAHOCTW U YCMIOBUSE XPaHEHNUS AO0/DKHBbI
6bITb yKa3aHbl B MHCTPYKLMK K HA6OPYy. TOYHbIE 3HAUYEHUS KOHLEHTpaLun ranakto3sbl JO/DKHbI OblTh YKkasaHbl € KOHTPO/Ib-
HOM cepTudmkate (cepTudpmkaTe KayecTsa), npunaraeMomM K Habopy, U Ha aTUKeTKax Ha kanubparopax.

2 W3rotosuTenb AO/MKEH NPeACcTaBUTL MHGIOPMaLMIo 0 MeTofax aTTecTalyun 3Ha4YeHUii KOHLeHTpaL M ranakTosbl B
KanMbpoBOYHbIX MaTepuanax.

3 3mepeHuns KanmbpoBoUHbIX 06pa3L0B JO/KHbI NPOBOANTLCA C KaXA0N cepueii o6pasyos nauveHTos. Kanmbpo-
BOYHblE NPO6bI KaX ol KOHLEHTpaLuM U3MepstoTca B Ay6nkaTax:

- KOHTPOJIbHblE MaTepuasibl A4O/DKHbI BK/1KOYaTb ra/1akTo3y He MeHee YeM Ha 2 YPOBHAX KOHUEHTpauunmu (B
Anana3oHe HOpMasibHbIX N NOBbIWLWEHHbIX 3Haquvu7|). OHW [0NXHbI coAepXaTbCsA B 3aKpbITOM N1aCTUKOBOM
KOHBEPTEe C BaiaronorsaoturesieMm v npeactaBnAaTb coboi BbICYyLLEHHblIE NATHa KPOBU Ha CbMJ'IprOBaJ'IbHOVI 6y-
mare TOWi xe Mapku, Ha KOT0p0l7I BbIMO/THAKTCA UCCNefoBaHUA «CyXuX NATEH» KPOBU HOBOPOXAEHHbIX.

MpumevaHnsa

1 3HauyeHuns KOHLEHTpaLun ranaktosbl B KOHTPO/IbHbIX MaTtepuanax NpaBuibHOCTU, KOJIMYECTBO KOHTPO/IbHbIX Ma-
TepuasnioB. CPOK FOAHOCTU U YC/TOBUSA XPAHEHNS UX AO/DKHBI OblTh yKka3aHbl B UHCTPYKLMM K HA60PY. TOYHbIE 3HAYEHWUS KOH-
LeHTpaLuuy ranaxktosbl AO/MKHbI 6biTb yKaszaHbl B KOHTPO/IbHOM cepTudukate (cepTudukare kayecTsa), npunaraemMom K
Habopy, 1 Ha 3TUKeTKax Ha KOHTPO/IbHbIX MaTepuanax.

2 M3mepeHns KOHTPO/IbHLIX 06pa3L0B NPOBOAATCS C KXol cepueli usmepeHus 06pasLoB nauneHTos — no 2 06-
pasua C Kax/oii KOHLeHTpauuei Ha nnaHwer.

3 W3rotoBuTeNb A0KEH NpeAcTaBUTb MHpopMaLMio 0 MeToAax atTecTaymn 3HauyeHuii B KOHTPOIbHbIX MaTepua-
nax npaBubLHOCTU.

4 VHbopmaumsa o meTogax aTTectaunm 3Ha4eHnin KOHLeHTpaLm ranakTo3bl B KOHTPO/IbHbIX MaTepruanax npaBuib-
HOCTW JO/MKHa OblTb NpeAcTaB/eHa B UHCTPYKUMM K HAbOpy peareHToB B cepTudmnkaTe kayecTsa WM nacnopre K KOH-
TPOJIbHLIM MaTepuasam.

5 WMHopmauma 0 NpocnexmBaeMoCT! 3HauYeHnii pe3ynbTaToB U3MEPEeHNs KOHLEeHTpaLuuy ranaktosbl B kannbpo-
BOYHbIX U KOHTPOJ/IbHbIX MaTepuanax NpaBuAbHOCTY JO/MKHA ObITb NpeAcTaBneHa B MHCTPYKUMKN K Habopy peakTneos. Cwm.
0. 4.2.5 HacToflero cTaHgapTa.
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6 PekomeHayeTcs yyacTue nabopatopuu B nporpaMmax BHeLlHel OLeHKU kauecTBa pe3ybTaToB onpeseneHus

NaKTOo3bl B «CYXUX NATHAX» KPOBU NPWN HEOHaTa/lbHOM CKPUHUHIE:

- UMHK-CyNb@aTHbIli NN APYTOil peareHT, ecniv 3T0 NPUMEHUMO, A5 SKCTPaKL MU rasiakTo3bl U ranakro-
30-1-chocpaTa;

- peareHT c cybcTpaTtoMm (3-(p-reapokcnddeHN)IPONMOHOBOI KUCOTOM];

- (pepMeHTHbI peareHT; peareHT C ranakTo300KC/Aa30i. NepoKcuaason v LWenoyHoin docdarasoi;

- bydthep ANA pasBefeHUs peareHTos;

- peareHT AN OCTaHOBKWN peakuumu;

- MUKpONnaHLWeTbl Ha 96 Aveek;

- WHCTPYKUWS K HAbopy peareHToB.

5.3.27 AHanuTnyeckne xapakrepucTuku

a) lMpeuunsnoHHOCTb pe3yibTaToB

Vicnonb3ysi KOHTPO/IbHbIE MaTepuasbl B Habope N3roTOBUTENS, CieyeT BbIMOSHATbL BOViHbIE N3MepeHuns
Ka)XX[l0ro KOHTPO/1IbHOro Martepuasna. MoryT ObITb MUCMO/Ib30BaHbI KOHTPO/IbHblE MaTepuasbl ApYyrnx N3rotosunTte-
neli c aTTECTOBAHHLIMU 3HAYEHUSIMU KOHLLEHTPAaLMM ra/lakTo3bl B «CyXUX NSATHAaX» KPOBUW (h/TIH0OPECLEHTHLIM Me-
TOAOM (KOHTPO/bHbIE MaTtepuarnbl npaBuUbHOCTW). [lonlyyeHHble 3HaYeHUs] KOHLEHTpauuu ranakTosbl B
N3MepeHHOM KOHTPO/IbHOM MaTepuasie A0/KHbl yKnaablBaTbCA B A0NYCTUMbIE Npeaesbl, yCTaHOB/IEHHbIE U3TO-
TOBUTE/NIEM U YKa3aHHble B cepTudmKaTe KOHTPOISE KauecTBa 1 Ha 3TUKETKe A1 3TOr0 KOHTPO/IbHOro MaTtepua-
na. O6was Bapvauus BHyTpM napTum Habopa Jo/mkHa 6biTb He 6onee 12.7 % npw KoHUeHTpauun oT 194 po
2000 mkmonb/n.

NMpumevyaHns

1 Mpu BHeLLHel oueHKe kayecTBa pe3y/ibTaToB A/15 rafakTo3bl NPUHSATLI creylolie AoNyCTYMble 3HAYEHUs:

- OTHOCWTENbHbI BHYTPUAHEBHOW pasMax Mexay ABYyMS UsMepeHusmu B 04HoN cepun — He 6onee 15 %.

- OTHOCWUTESbHbIV MEXAHEBHON pasmMax Mexay ABYyMs cepusimu (CPefHUMU U3 2 n3MepeHunin) — He 6onee 24 %;

- CMelleHve cpegHero 13 4 nsmepeHuit (2 cepum no 2 namepeHus)— He 6onee 23 %.

2 TpuBeAeHbl flaHHble, NOMyYeHHble NPU BHELLIHER OLeHKe KayecTBa pe3y/ibTaToB U3MEPEHNS KOHLeHTpauuu ra-
NaKkTo3bl B CMeLuannu3npoBaHHbIX nabopaTtopusax HeoHaTa/lbHOr0 CKPUHUHTA B COOTBETCTBUM C AeNCTBYlOLW el Cxemoi
BHeLUHe oueHkn kadecTsa. MNMpegoctasneHsl ®CBOK.

6) YyBCTBMTENBHOCTb

MuH/ManbHaa 4OCTOBEPHO onpejensiemas KOHLEeHTPaLua raiaktosbl B «CyXuX NATHaX» KPOBUW [0/HKHA
6bITb He 601ee 70 Mkmonb/n (1.26 mr/100 mn).

B) WHTepBan usmepexus

He meHee yem 72,0—2220 mkmons/n (1,3—40,0 mr/100 mn).

Habop peareHTOB Jo/MmKeH obecneymBaTb IMHENHYIO 3aBUCUMOCTb MeXAy KOHLEeHTpauuein obLei ra-
NaKTo3bl M ypoBHEM (h/lyOpECLIEHLMN B MHTEPBA/IE U3MEPEHUS OT 72 MKMONbL/N [0 2220 MKMOSb/N.

r) MoporoBoe 3HauyeHune (cut-off)

B MHCTPYKLMM AODKHO BbITb YKa3aHO pekoMeHayeMoe 3HaueHmne cut-off u meToguka ero yTouHeHus B na-
6opaTtopun.

4) Oxupgaemble pesynbraTbl

MocKoNbKy KOHLLeHTPaLMs ranakTo3bl 3aB1CUT OT BO3pacTa HOBOPOXAEHHbIX, BPEMEHW B3ATUS KPOBU 1 MHO-
rMX APYrux YCNOoBUNA, B KaXK4ol nabopaTopum npyu MCnosb3oBaHUM Habopa pekoMeHAyeTcsl YTOUHUTL pedepeH-
THble 3Ha4YEHUs, KOTOPbIE YKa3blBaeT N3rOTOBUTESb, Tak Kak OHW MOTYT HECKOJIbKO OT/IMYATLCS B JaHHOM PErvoHe.
Vcnonb3oBaHne MeToga nepLeHTuneli NonynsaumMy No3BoseT paccumTaTb NOPOroBoe 3HaYeHne N CHU3UTL Herpa-
BW/IbHOCTb Pe3ynbTaToB, KOTOpas MOXET BO3HMKaTb BC/IeACTBME Pa3/Mynii B KaIM6POBKax MeTOA0B.

e) VHTepdepeHums

Fnoko3a (1200 mr/100 mn), maHHo3a (1—10 mr/100 mn), cpykto3a (25 mr/100 mn), rNOTaTUOH
(0.06—60 mr/100 mn), ackop6uHoBas kucnoTa (0,1—3 mr/100 mn), ayeTtoammHodeH (0,1—1 mr/100 mn), re-
MOTF/1I06UH B KOHLIEHTpaLun A0 nnn pasHoi 250 r/n He J0/MKHbI BANATL Ha pe3ynbTathl.

5.3.3 Habop peareHToB A1 U3MEPEHUSA KOHLIEHTpaummn

17«-rugpokcunporectepoma B «CyxXuxX MATHaX» KPOBU WMMYHOM/IIOOPECLEHTHbIM MeTO40M C Bpe-
MEHHbIM pa3spelleHneM Ha OCHOBe NlaHTaHnAHOW (Eil) MeTku ANA BbIABNEHUS BPOXAEHHON rmnepnnasuv Hag-
NMOYEYHNKOB Y HOBOPOXAEHHbLIX NPU HEOHATa/IbHOM CKPUHUHTE.

5.3.3.1 TlpepHa3HavyeHHOe NpUMeHeHe Habopa

Habop peareHTOB f0/KeH ObITb NpeAHa3HaYeH 4719 U3MepeHus KOHUeHTpauun 17«-rngpokcunporecte-
poHa B o6pasLax KpoB/M HOBOPOX/AEHHbIX B BUAE «CYXUX NSATEH» Ha TeCT-6/1aHKax (hunbTPoBasibHON GyMaru ¢
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LieNblo BbISABNEHUSI HOBOPOXAEHHbIX C BPOXAEHHOW runepnnasvei HaanovyeyHNKoB, KOTopas ABAseTca npuym-
HOI pa3BUTUS afgpeHoreHNTanbHOro cuHapoma. Benegcrene BpoxaeHHoro fedekra hepmeHToB 21-ruapok-
cunasbl (noutn 80 % Bcex cny4vaeB) n 11Ll-rugpokcmnasbl (0kono 15 % Bcex cnyyaes) HapyllaeTcsi CUMHTe3
KOpTM30na, KOTOPbIA OCyLLecTBNAETCA NoA UX feCTBUEM.

17bI-rMAPOKCUNPOrecTePOH ABNSETCA NpefLecTBEHHUKOM KOPTU30/a1a B GMOCUHTE3E W Hakan/imBaeTcs
npu geduunte AaHHbIX PepMeHToB. HegoctatouyHas npoAyKuus KOpTU30/a, Bbi3biBAET MOBbILLIEHNE cekpe-
uun AKTE 1 aHgporeHos. Pa3suBaeTcs runepnnasmsa Kopbl HaAMNOYeYHNKOB, KOTopas ABAAEeTCA cnefcTBnemM
HapyLleHnss akTUBHOCTU AaHHbIX ABYX rmapokcunas. HagnoyeuyHukn B GONbLIOM KOMMYECTBE CEKPeTUpYyHT
cTepougbl, npeawecTBylowme 6,10ky hepMeHTOB — NporecTepoH n 17a-rugpoKcmMnporecTepoH.

Kak MeTab0onuT nporectepoHa. 17a-ruapokcunporectepoH obpasyeTcs 1 B naaLeHTe, N0O3TOMY KOHLLEH-
Tpauua ero y 340p0oBbIX HOBOPOXAEHHbIX TOTHAC NOC/e POXAEHNA BbiCOKa. B nepsble Xe AHU XU3HU Y BCex
3/10POBbIX HOBOPOXAEHHBIX OHA ObICTPO YMeHbLIaeTCs.

M3mepeHne 17a-rmapokcunporectepoHa npu HeoHaTtas/lbHOM CKPUHWHTE SABMIAETCA MOJIE3HbIM TECTOM
[ONS BbISABNEHNSA ABYX Hanbosee yacTbIX TUNOB agpeHOreHnTanbHoOro cMHapoMa — npu geduuymTe 21 -rufpok-
cunasbl 1 117 rnapokcunassl, To eCTb 0K0n10 95 % Bcex cnyvyaeB BPOXAEHHOW runepnaasnm HagnoyeyHnKoBs u
afipeHoreHnTanbLHoOro cnuHapoma. NposefeHne HeoHaTaslbHOrO CKPUHUHIA HA BPOXAEHHYIO runepniasunito Hag-
NOYEYHNKOB C U3MEPEHNEM B «CYXUX NATHAX» KPOBU HOBOPOXAEHHbLIX 17«-TAPOKCUNpOrecTtepoHa no3sonser
AnarHocTmpoBatb 3aboneBaHne Ha paHHUX CTaAnsaX, CBOEBPEMEHHO HayaTb IeYeHne A1 CHUXKEHWS paHHei
MafeH4YecKol CMepTHOCTM 1 NpefoTBpaLLeHUs pa3BUTUa afpeHoreHnTanbHOro CMHAPOMa.

5.3.3.2 MpuHuun meTtoda

MeTof ocHOBaH Ha TBepAO(a3HOM KOHKYPEHTHOM WUMMYHOM/IOOPECLEHTHOM aHanm3e. KOHKypeHuus
cosfaeTcsa mexagy 17a-ruipokCunporecTepoHoOM. MeYeHHbIM eBponnem, n 17«-rnipoKcMnporecTepoHoM 06-
pasua 3a orpaHMyYeHHOe YMC0 MeCT CBA3bIBaHNA Ha cneumndunyecknx, No OTHOLWEHWIO K 17a-rngpokcunporec-
TepoHy, aHTuTenax. BTopble aHTUBMAOBbIE aHTUTENa, HaHeceHHble Ha TBepAytlo a3y, no3BoNAT
afcopbuposaTb cneyuduyeckme aHTuTena, ceasaslune 17a-rupoKCMnporecTepoH 13 Npobbl 1 B BUAE KOHB-
torata c MeTkoi Eii. MNocne npoMbIBKM 1 yAaneHnsa HenpopearmpoBasLUnX KOMMNOHEHTOB J06aBA0T pacTBop,
ycunusawwuii onioopecLeHumio xenatos eBponus. rMocneaHuii nepeBouT NOHbI €BPOMUA N3 KOMM/IEKCA aH-
TUTEN C KoOHbloratom 17a-rugpokcunporectepoHa ¢ TBepAol hasbl B pacTBop, 06pasys cuibHO iloopecun-
pyrowme xenatbl. KoHueHTpauus Eu obpaTHO nponopuuoHasibHa KOHLEHTpauuMum WCKOMOro aHanuta —
17a-rnapokcunporectepoHa B npobax.

5.3.3.3 CnekTpasibHO-NIOMUHECLEHTHbIE XapaKTepncTnkm

NHTeHCMBHOCTL (hiloopecLeHLMn NOHOB €BPONUSl B COCTaBE XeNaTupyoLmux 6eta-gnukeToHaTHbIX KOM-
NMEKCOB YCWIMBAIOLLEro pacTBopa A0/DKHA PermcTpyMpoBaTbCA Ha MaHWeTHOM dh/lyopoMeTpe B pexume
nitoopecLeHLMY C BpeMEHHbIM paspeLleHnem. MakcumansHas asMHa BosHbl BO36yxaatowero ceeTta 340 HM.
MaKkcumasibHasa AJnHa BOJSIHbI UCnyckaHns 615 Hw.

5.3.3.4 lNepBu4Hbie 06pasubl 415 aHanm3a

HenocpeacTeBeHHoe onpefeneHne A0/MKHO NPOBOAUTLCS B AUCKAX AnaMeTpom 3,2 MM. KOTopble BbiGU-
BalTCA C NOMOLLbIO CMeLnanbHOro yCTpoicTBa — UHCTPYMEHTA A8 BblIOMBAHNA AUCKOB U3 «CYXMX NSATEH»
KPOBU HOBOPOXEHHbIX Ha TecT-6n1aHkax hunbTpoBansHoli 6ymarm mapkun Whatman 903 nnm aHanormyHow no
cBouM cBoiicTtBaM. Cm. nogpasgen 4.4 TOCT P 55992.1.

5.3.3.5 KonuuectBo onpeaeneHuii

OpunH Habop [0MKEH ObITb paccuuTaH Ha 960 onpeaeneHui.

5.3.3.6 KomnoHeHTbl Habopa

B coctaB Habopa A0/KHbI BXOAUTD!

- KanmbépaTopbl 17«-rmapoKCMNporecTepoHa C aTTeCTOBaHHbIMU €ro KOHLEeHTpauusamMm — He MeHee 6
YPOBHEl KOHLeHTpaLuu;

NMpumeuyaHuns

1 3HauYeHus KOHUEeHTpauun 17a-rnapokcunporecTepoHa . KONMYecTBO KanmbpaTopoB, CPOK FOAHOCTU U yCoBUA
XPaHeHWs [OMKHbI 6bITb YKasaHbl B UHCTPYKLMK K HAGOPY. TOUHbIE 3HAYEHWSI KOHLEHTPALMY AO/KHbI ObITh YKa3aHbl B KOH-
TPONILHOM cepTudomkarte (cepTudmkaTe kauecTea> npuaaraeMomM K Habopy, 1 Ha 3TUKETKaxX Ha kanmépaTopax.

2 3roToBUTENb [O/IXEH NPEeACTaBUTb MHhopMaLMI0 O MeTofax aTTecTauny 3HaYeHnii KOHLeHTpauum 17u-rugpok-
cunporecTepoHa B Ka/IMGpOBOUHbIX MaTepuanax:

3 M3MepeHns kann6poBOUHbIX 06Pa3L,0B AO/IKHbI NPOBOAMTLCS C KaxAol cepueil o6pasLoB nauneHTos. Kannépo-
BOYHblE NPOObI KaXA0M KOHLEeHTpauun nsmepsaTcs B gybnvkaTtax;
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- KOHTpO/bHble MaTepuasbl — Monocku PUIbTPoBasbHOK Gymaru (Whatman 903 unv aHanoruyHas no
CBOIICTBaM), COAepXaLlye Kaxkaas BbICyLIEHHbIE MSATHA KPOBU C KOHLEHTPaLUMsAMU 17a-rnapoKCUnporecTBpoHa
HE MeHee YeM Ha 3 YPOBHSIX: OfMH YPOBEHb B 06/1ACTM HOPMa/IbHBIX U 2 YPOBHS B 06/1aCTU BbICOKUX 3HAUYEHWI
KOHLeHTpauuii 17«-rupokcunporectepoHa. [o/mkHbl CoAepXaTbcs B 3aKpbITOM KOHBEPTE C B1IAronornotuTe-
nem.

MpumevyaHuns

1 3HayeHus KoHueHTpauum 17u-ruipoKCUNPOrecTepoHa, KOJIMYECTBO KOHTPOJIbHbIX MaTepunasios, CPOK UX FOAHOCTH
1 YC/I0BUSA XPAHEHUS JO/DKHbI OblTb YKa3aHbl B UHCTPYKLUN K HA60PY. TOYHbIE 3HAYEHNSA KOHLeHTpaunm 17 «-rngpokcunpo-
rectepoHa [0/kHbl 6bITb YKa3aHbl B KOHTPOSIbHOM cepTudukaTe (cepTudpmkare KayecTsa), npuiaraeMom kK Habopy, 1 Ha
3TUKETKAX Ha KOHTPOJIbHbIX Marepuanax.

2 13mepeHuns KOHTPO/IbHbIX 06pa3L0B MPOBOAATCA C KaXKAOl cepueit namepeHns o6pasLoB nauneHToB no 2 o6pas-
La € KaXAoi KoHUeHTpaLuuell Ha nnaHLeT.

3 M3roToBUTENb AO/HKEH MPeAcTaBuTb MHGOPMAaLMIO O MeTogax atTectauuy 3HayeHnii B KOHTPOJIbHbIX MaTepua-
nax npaBuibHOCTU.

4 VHdopmaumsa o MeTodax atTectauuy 3HayeHuii KoHLeHTpauum 17a-rugpokcmnporectTepoHa B KOHTPO/IbHbIX Ma-
Tepuanax nNpaBWIbHOCTU AO/MKHA ObITb NpefcTaB/eHa B MHCTPYKLMM K Habopy peakTMBOB WK B cepTudukate kayectsa
WM nacnopta K KOHTPOJIbHbIM MaTepuanam.

5 WHdopmauua o npocnexnsaemMocTi 3HaueHnli pesynbTaToB U3MepeHus KoHueHTpauun 17a-rugpokcunporecte-
pOHa B KaNIMOGPOBOYHBIX 1 KOHTPOJIbHBIX MaTtepuanax NpaBnbHOCTM A0/KHA ObITb NpefcTaBfeHa B UHCTPYKUUK K Habopy
peakTBoB. Cm. n.4.2.5 HacTosLlero ctaHgapra.

6 PekomeHgyeTcs yyacTve nabopatopum B NporpamMmmax BHELUHel oueHK KkayecTBa pe3y/ibTaToB onpejesieHns a
«CYXUX NATHAX» KPOBW MPU HEOHATas/IbHOM CKPUHUHTE;

- OCHOBHOIA pacTBOp 17a-rnpoKcUMnporecTtepoHa. MEYEHHOro eBPONUEM.

- OCHOBHOI pacTBOp aHTMCLIBOPOTKM NPOTMB 17a-rmgpokcmnporectepoHa B 6ydiepe ¢ KOHCEPBaHTOM;

- KOHLEHTPVUPOBaHHbIA PacTBOp A1 NPOMbIBKU N1AHLLETOB;

- bydhep ana uHKyb6aUMn ¢ UHEPTHLIM KpacuTesieM KpacHoro LBeTta 1 asugom HaTpus B KaYeCTBe KOH-
cepBaHTa;

- pacTBop, ycunveawwuii haioopecLeHLMIo XxenaTos eBponus;

- MUKPOTUTPOEasibHble NNaHLIEeTbl, COCTOSLLME U3 CTPUMOB. C UMMOBUIN30BAHHBIMU Ha BHYTPEHHE no-
BEPXHOCTU /IYHOK aHTUBUAOBLIMU aHTUTENaMuU;

- VHCTPYKUMA K Habopy peareHToB.

5.3.3.7 AHanuTtuyeckue xapakrepucTunkm

a) [peuunsnoHHOCTb pe3ynbTaToB:

- KO3hhULMEHT BapmaLmm BHyTpN NnapTum Habopa: He 6onee 15 %:

- Ko3hpuUMEeHT Baprauumn mexay naptusamm Habopos: He 6onee 15 %.

MoryT 6bITb NCNONb30BaHbl aTTECTOBaHHbIE KOHTPOJIbHbIE MaTepuasibl ApYyrux U3rotoBuTenei, cogep-
Xawme 17a-ruapoKCunporecTepoH B BbICYLLUEHHbIX MATHAX KPOBW.

Mcnonb3ys KOHTPObHbIE MaTepuasibl B HA6ope U3roToBUTENA, CrefyeT BbINOMHATL 4BOHbIE N3Mepe-
HUSA KaX[0ro KOHTPO/SIbHOTO MaTtepuana.

[MonyyeHHble 3HaYEHUs KOHLEeHTpaunum 17a-rupokcuiporecTepoHa B U3MepPEHHOM KOHTPO/IbHOM Marte-
pviane fo/KHbI YKNafblBaTbCs B LONYCTUMbIE NMPefesibl, ycTaHOBMEHHbIe U3rOTOBUTE/NEM, YKa3aHHble B CepTu-
dvKaTe KOHTPONS KayecTBa W Ha ITUKETKE A/19 KaXA0ro KOHTPO/IbHOro Martepuana.

NMpumevyaHnuns

1 Mpun BHelHel oueHKe kayecTBa pe3y/nbTaToB M3MEPEHWI KOHLeHTpauun 17«-rnfpoKcuiporecTepoHa NpuHATHI
cnefyroune AonycTUMble 3HaYeHUs:

- OTHOCWTE/bHbLIN BHYTPUAHEBHOW pasmax Mexay ABYMS U3MepeHusMu B O4HON cepun — He 6onee 16 %;

- OTHOCWTENbHbIN MeXAHeaHol pasmax mexay AByMS cepusmu (CpefHUMU U3 2 usmepennit) — 29 %;

- CMelleHne cpeHero u3 4 usamepeHuii (2 cepun no 2 nsmepeHnsa) — He 6onee 23 %.

2 lpuBepeHbl faHHble, NONYyYEHHbIE NPU BHELUHeR OleHke kadyecTBa pe3ynbTaToB W3MEPEHUS KOHLEeHTpauun
1Tn-rnapokcunporecTepoHa B Cneunanm3MpoBaHHbiX N1a6opaTopuax HeoHaTasIbHOrO CKPWUHUHIA, B COOTBETCTBUAM C
felicTByloleli cxemoli BHeLLHell oueHkn kadecTBa. MpepocTtaBneHsl ®CBOK.

6) YyBCTBUTENLHOCTb

MuWHMManbHaa [OCTOBEPHO onpeaensieMas KOHUeHTpauua 17a-ruipokcunporectepoHa B «Cyxux nsT-
Hax» KpOBU A0/XHA 6bITb He 6onee 2 HMOSIb/N.

B) WHTepBan usmepeHus

He meHee yem oT O HMONbL/A Ao 300 HMOMbL/A.
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r) Oxugaemble pesynbTarhbl

KoHueHTpauus 17a-rugpoKCuiporecTepoHa 0 «CyxXux MATHax» KPOoBW 3[0POBbIX HOBOPOXEHHbIX 3aBU-
CUT OT flemorpadpmyecknx BapyaLmii, Bo3pacTa, Beca, HeJOHOLLEHHOCTHW, POXAEHNSA ABOHK 1 60/1ee NIoLoB.
B cooTBeTCcTBUM C PekomeHaaumuamu paboueli rpynnbl N0 HeoHaTanbHOMY CKPUHWMHTY EBponeiickoro obuiec-
TBa NeAnaTpuyeckoli aHAOKPUHOMOTMN KOHLEHTpaumMs 415 AOHOWEHHbIX HOBOPOXAEHHbIX Ha 3-1 — 5-i AeHb
XM3HKM 30 HMOSb/N NPUHMMAETCS Kak noporoBoe 3HayeHue; 30—90 HMOb/N yKa3biBaloT HA HEOOXO0AMMOCTb
HabnaeHNs 3a HOBOPOXAEHHBLIM 1 YPOBHEM 17a-rpoKcunporectTepoHa: sHavyeHune cebie 90 HMOb/N yKa-
3blBAET C BbICOKOI CTENEHbIO BEPOATHOCTU Ha BPOXAEHHYIO rMNepnaiasunio Kopbl HafnoYyeyHUKoB 1 afpeHore-
HUTaNbHbI cMHApOMm [12].

Y He[OHOLIEHHbIX HOBOPOXAEHHbIX 3HauYeHus 17a-rmgpokcunporectepova Bbille, 3HayYeHUss 6onee
100 HMOAL/N MOTYT CBMAETENbCTBOBATL O BPOXAEHHON rMnepnnasnn HagnovyeyHmkos [18].

4) MoporoBoe 3HauyeHne (cut-off)

[Ns AOHOLEHHbIX HOBOPOXAEHHBIX Ha 3—5 fleHb XU3HW KoHUeHTpauusa 30 HMO/b/N NPUHUMAaeTCs Kak
noporosoe 3HauveHuve [18]. Y He,OHOLEHHbIX HOBOPOXAEHHbIX CO CPOKOM recTauun 33—36 Hegenb U maccoli
meHee 2000 r noporoBblii ypoBeHb paBeH 60 HMonb/n [12].

MprBefeHHbIe B MHCTPYKLMMN K HABOPY peareHToB 3HaYeHUst MOTYT CYXWUTb opueHTupamu. Kaxgoii na-
6opaTopumn Npu Ucnosb3oBaHNn Habopa pekoMeHAyeTCA yTOUHUTb MOPOroBoe 3HaveHue (cut-off), koTopoe mo-
XeT He3HAUNTENIbHO OT/IMYATLCSA B KOHKPETHOM pErvoHe.

e) WHTepchbepeHuus

[0/KHO 6bITb fJOKa3aHO OTCYTCTBME 3HAYMMON NepeKpecTHOV PeakTMBHOCTM NMMYHOM1I00PECLEHTHO-
ro MeTofa nusmepeHus 17«-rmipokcunporectepoHa Habopom peareHToB C APYrUMU COEIMHEHUSAMUN CTEPOUS-
HOM CTPYKTYpbl, KOTOpPble MOMYT MCKaxaTb pe3ynbTaTbl aHannsa. 3TV AaHHble AO0/MKHbl ObiTb yKasaHbl B
WHCTPYKLUK K Habopy.

5.3.4 Habop peareHTOB [/ U3MEPEHNS KOHLUEHTpauunm nMMyHopeakTusHoro Tpuncuda (UPT) ummy-
HOG/TI0OPECLIEHTHBIM METOAOM C BPEMEHHbIM paspelleHnemM Ha OCHOBe aHTaHuaHol meTku (Eif) ana npose-
[EeHUA HeoHaTa/IbHOro CKPUHMHIa Ha MyKOBUCLMA03

5.3.4.1 MNpegHa3HayeHHOe NMpUMeEHeHne Habopa

Hab6op peareHTOB f0/1KeH ObITb NpeAHasHayeH A1 U3MEePeHUs KOHLeHTpauuy MMMYHOPEeaKTUBHOIO
TpuncuHa (MPT) B o6pasuax KpoBM HOBOPOXAEHHbIX B BUAE «CYXWX NATEH» Ha TecT-6n1aHkax (unbTpoBasib-
HOli Bymarm ¢ Lenblo BbISIBIEHNS HOBOPOXAEHHbIX C BbICOKUM ypoBHeM VIPT npu HeoHaTaslbHOM CKPUHUHIE Ha
MYKOBMCLMA03 (KNCTO3HBI hn6PO3).

5.3.4.2 MpuHUmMn meTogda

OnpegeneHve oCHOBaHO Ha TBepAoasHOM [ByCcanToBOM MMMYHO/IIOOPOMETPUYECXOM NPSMOM C3H-
[ABUY-MeTOo/ie. B KOTOPOM UCMOb3YIOTCA aHTUTeNa NPOTUB ABYX Pa3/INYHbIX aHTUTEHHbIX AeTEPMUHAHT Ha MO-
nekyne WPT. Monekynbl UPT. cogepxalyerocs B kannbéparTopax, KOHTPO/IbHbIX MaTtepuanax u TecTupyembix
obpasuax, CBA3bIBAOTCA C MEYEHHbIMU EBPOMMEM aHTUTENaMu U aHTUTeNamu, HanpaefeHHbIMU NPOTUB APY-
rMX cneundmnyYecknx aHTUTEHHbIX CaToB Ha Monekynax WPT, MMMOGWIM30BaHHbIX Ha JlyHKax CTPUMOB
MUKPOTUTPOBASIbHbIX MMIAHLLETOB.

PacTBOp, ycunvBatoLLmii th0OpeCcLEHLNI0 XeNnaToB NOHOB €BPONKUSA, ANCCOLUNPYET NOHbI €BPONUS 13
CBfI3aHHbIX C MeYEeHHbIMU UM aHTuTenamu npotns VIPT B pacTBop, rae 06pasytoTcs BbICOKO(/I0OPECLEHTHbIE
XenaTtHble KOMMeKCbl. VIHTEHCUBHOCTb MX (O/II0OpecueHLMn C BPEMEHHbIM paspelleHVemM U3mepsieTcs B
96-/TyHOUHbIX MPO3payHbIX MaaHweTtax (cTpunax).

5.3.4.3 CnekTpasibHO-IIOMUHECLIEHTHbIE XapaKkTepucTuKn

VNHTEHCUBHOCTL (h/10OpECLEHL MM MOHOB €BPONNA B COCTaBe XeNnaTupylLmnx 6eta-guKeToHaTHbIX KOM-
NAeKcoB pacTBopa, ycuavsatoLero roopecueHLnto, 0/MKHa PErMcTpUpoBaTbCs B pexume noopecLeHLmm
C BPEMEeHHbIM paspelleHneM. MakcvmanbHas AMHa BOMHbI BO3byxaatolero ceeta 340 HM. MakcvMasibHas
O/IMHA BOJHbI UCMyCKaHWUA 615 HM.

WHTeHCMBHOCTL hriloopecLeHUnn yBennunsaeTcsa nNpsmMo NponopuvoHanbHO C YBeMYEHNEM KOHLEH-
Tpauun VNPT.

5.3.4.4 TMepBunuHble 06pasLbl ANA aHanusa

HenocpeacteseHHoe onpefeneHne NpoBoanTCS B AUCKax AvaMmeTpoM 3.2 MM. KOTOpble BblGMBaOTCA C
NMOMOLLBIO CreLnanbHOro yCTPoicTBa — UHCTPYMEHTA ANS BbIGUBAHNSA [UCKOB U3 «CYXMX NATEH» KPOBW HOBO-
POXAEHHBIX HA TecT-6naHkax ounbTpoBanbHoli 6ymarn mapku Whatman 903 nnm ¢ aHanormyHbIM1 CBOCTBa-
Mu. Cm. n 4.4 TOCT P 55992.1.

5.3.4.5 KonnyectBo onpegeneHunii c noMouibio 1 Habopa

OpmnH Habop [0MKEH ObITb paccunTaH Ha 960 onpeaeneHuii.
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5.3.4.6 KomnoHeHTbl Habopa

B coctaB Habopa fA0/KHbI BXOAUTD:!

- kanmbpaTopsbl, cogepxatyne NPT kannbpoBoyHble 06pasLbl 4151 NOCTPOEHNSA KaMBPOBOYHON KPUBOIA.
MpefcTaBnsAT cO60V BbICyLIEHHbIE MATHA KPOBM C aTTECTOBAHHOM KOHLeHTpaumnei VPT Ha counbTpoBanbHoii
6ymare mapkn Whatman 903 niv aHanormyHoli no cBOMM CBOMCTBaM B 3aneyaTaHHbIX NnakeTax ¢ BAaromnornio-
TuTenem. KoHueHTpauus VIPT B kannbpoBoUHbIX Npobax Ao/mkHa 6bITb B AnanasoHe 0—500 Hr/MA. He MeHee
yem 6 ypoBHeii. MonHasa kanMbpoBoYHan KprBas A0/MKHA OblTb MOCTPOEHA AN KaXA0ro naaHweTa.

MpunmeyaHunsn

1 3HayeHua KoHueHTpauuyu NPT. KonmyecTBo KannbpaTopos, CPOK FOAHOCTU U YCNIOBUS XPaHEHUs A0/IKHbI ObiTb
yKa3aHbl B MHCTPYKLUMN K Ha6opy. TOYHbIe 3HAUYEHNSA KOHLEHTPaLun AO/DKHbI 6biTb yKa3aHbl B KOHTPO/ILHOM cepTudmkaTe
(cepTudbukaTe kayecTsa), npuaaraeMom kK Habopy, ¥ Ha 3TUKETKax Ha Kanubpatopax BMeCTe CO CPeAHUMU 3HAYEHUAMU
UMMYNbCOB (PNOOPECLEHLNN AN1A KAXA0A KOHLEeHTpauuu.

2 W3roToBuTeNb JOMXeH NpeAcTaBuTb MHDOPMaLMio 0 MeTodax atTectauun 3HauyeHuit KoHueHrTpauun UPT B ka-
NN6POBOYHLIX Matepuanax.

3 V3mepeHuns kannbpoBoUHbLIX 06pas3Li0B A0/KHbLI MPOBOANTLCA C Kax Aol cepueli 06pasLos nauneHTos. Kannépo-
BOYHblE MPO6bI KAXA0M KOHLEHTpauun n3MepsTea B gybnukarax;

- KOHTpO/ibHble MaTepuansbl. MNpeacTaBnsAlT cO60I BbICYLLEHHbIE NATHA KPOBM Ha Noockax hunbTpo-
BasibHON 6ymarn Whatman 903 nim aHanorMyHol nNo CBOUM CBOICTBAM:

- KOHTPOJ/IbHblE 06pa3Lbl — He MeHee 3. C pa3/InyHOol KoHUeHTpaumeil PT: B suanasoHe HopMasbHbIX,
NMOPOroBbIX M MOBbILIEHHbIX KOHLEHTpauuii. KOHTPO/bHbIE MaTepuabl fO/KHbI ObiTb YNakoBaHbl B M1acTUKO-
Bblii KOHBEPT C B/IAronorA0TMTeNEM.

MpumeuaHuns

1 3HayeHus koHueHTpauuu VPT. KOIMYeCTBO KOHTPO/IbHbLIX MaTepmanos, CPOK NX FTOAHOCTU U YCNOBUSA XPaHEHUS
[AO/MKHBI 6bITb YKa3aHbl B UHCTPYKLWMN K Ha6opy. TOUYHbIe 3HaYeHWs KoHUeHTpaunnm VIPT Ao/mkHbI 6biTb YKa3aHbl B KOHTPO/Ib-
HOM cepTudmkarte (cepTudukare kayecTsa), npuaaraemMom K Habopy, 1 Ha 3TUKeTKax Ha KOHTPO/IbHbIX MaTepuanax.

2 M3mepeHns KOHTPO/IbHbIX 06pa3L0B MPOBOAATCS C KaXA0V cepueli n3mepeHns o6pasLoB naLneHToBs Mo 2 o6pas-
La C KaxAaol KOHUeHTpaLmei Ha nnaHweT.

3 W3roToBuTeNb JO/MKEH NpeAcTaBUTb MHChOPMaL Mo 0 MeToAax aTTecTauun 3HaueHnin KoHueHTpauun VPTB KOH-
TPO/NIbHbIX MaTepuanax NnpaBUIbHOCTU.

4 WNHdopmauua o MeTogax atTectaunm 3HadeHnii KoHueHTpauum VIPT B KOHTPO/IbHbIX MaTepuanax npaBuibHOCTH
[o/MKHa 6bITb NpefcTaBeHa B MHCTPYKUUM K HAGOpY peakTMBOB WK B cepTudukaTe kayecTsa Man nacnopTe K KOHTPO/Ib-
HbIM MaTepuanam.

5 WHdhopmauua o NnpociexnsaemMocTn 3HaueHnit pesynbTaToB n3MepeHus KoHueHTpauum NPT B kann6poBOYHbIX 1
KOHTPOJIbHbIX MaTepuanax npaBuibHOCTY A0/KHA ObITb NMpeAcTaBaeHa B MHCTPYKUUN K Ha6opy peakTnBoB. Cm. 4.2.5 Ha-
cTosilLero ctaHgapra.

6 PekomeHAayeTca yyacTve nabopaTopuu B nMporpammax BHELUHEN OLEeHKM kayecTBa pe3ynbTaTtoB OnpefesneHus
NPT B «Cyxux NATHax» KPOBW NpU HeOHaTaslbHOM CKPUHWHTE;

- aHtuTena Kk IPT. Me4yeHHble eBponuew;

- 6ydep a8 uHkybauuu;

- peareHT 4719 NPOMbIBK/ MiaHWweTa:

- MUKPOTUTPOBaSIbHbIE 96-/TYyHOUHbIE NIAHLETbI C M/IOCKAM JHOM NPOo3payHble, COCTOALME U3 CTPUMOB,
€ cop6MpOBaHHbLIMW Ha BHYTPEHHEN NOBEPXHOCTN NTYHOK aHTuTenamu npotus UPT;

- peareHT, ycunmsawLwuii h1oopecLeHLmio:

- VHCTPYKUMSA K Habopy peareHTos.

5.3.4.7 AHanMTnyeckune xapaxkrepuctukm

a) [Mpeuun3noHHOCTL pesynbLTaToB

Mpn onepatuBHOM BMyTpUIabopaTOPHOM KOHTPOJIE KauyecTBa, UCMO/b3yS KOHTPOJ/IbHbIE MaTepuansl,
3a/10KeHHble B HAbope M3roToBUTENS, CreAyeT BbINOHATL ABOWHbIE ONpeAeneHust Kaxaoro KOHTPOIbHOTo
matepuana.

- KoadpchuumeHT Bapuauuv BHYTPW nnaHweTa, XapakTepu3yoLnii NOBTOPSEMOCTb, AO/KEH OblTb He
Bblille 15 %.

- KoadhchuumeHT Bapnauum BHyTpU napTum Habopos — He 6onee 15 %.

MoryT 6bITb UCNOMb30BaHbl KOHTPO/IbHbIE MaTepuasbl APYrMX U3roToBUTE el C aTTeCTOBaHHbIMY 3Have-
HUSIMU KOHUeHTpauun VNPT B «Cyxmx NATHaX» KPOBU UMMYHO(p1H0OPECLEHTHBIM METOLOM.

MpumevyaHunsn
1 Mpwu BHeLWHel oueHke kavyecTBa Ana VIPT MoryT 6biTb NPUHATBI Cneayolme AoNyCTUMbIE 3HAYEHUS:
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- OTHOCWTENbHbIVi BHYTPUAHEBHOW pa3Max Mexay ABYMS U3MepeHUsMu B 04HOW cepun — He 6onee 11 %.

- OTHOCUTENbHbIA MeXAHEBHOI pasMax Mexay AByMSA cepusamu He 6onee 20 %;

- CMeLlleHve cpeaHero 3 4 namepeHuii (2 cepuu no 2 namepeHns) — He 6onee 18 %.

2 lMpuBeaeHbl AaHHble, NOyYeHHble NMPW BHELUHEeN OLeHke kayecTBa pe3ynbTatoB N3MepeHus KoHueHTpauun VPT
B CMeLunannm3mpoBaHHbIX 1abopaTopuax HeoHaTaslbHOro CKPUHMHIA B COOTBETCTBUM C AelCTBYIOLW e cxemMoll BHeluHel
oueHkn kadyectBa. MNpegocTtasneHsl PCBOK.

6) UyBCTBUTE/NBLHOCTb

MuHUManbHas AO0CTOBEPHO onpefensemas KoHueHTpaumsa VPT B «Cyxux NATHaxX» KPOBW A0/MKHA ObiTb
He 6onee 4 Hr/Mn.

B) VIHTepBasn nsmepeHus

25—500 Hr/mn.

r) Oxupaemble pesynbTaTbl

YKa3zaHHble B MHCTPYKLUSAX K HAbopam peakTvBOB A1 U3MepeHus koHueHTpauun VPT nmmyHodnoo-
pecueHTHbIM METOA0M pedepeHTHbIE 3HAUYEHNS KOHLLEHTPaLUN Y HOBOPOXAEHHbIX NPYU HEOHATaNIbHOM CKpU-
HUHIe B «CYyXOM MATHE» KPOBW ABJIAOTCA NINLWbL OPUEHTUPAMU A8 MHTepnpeTaunm pesysibTaTtos, NosyHeHHbIX
B nabopatopusax. Kaxagas nabopatopus Ao/HkHa YCTaHOBUTbL CBON COOGCTBEHHbIE pediepeHTHbIE U MOPOroBble
3HaueHus Ana Habopa peareHToOB, KOTOPbIV UCNONb3YyeTCA B NOBCEAHEBHOWN NpakTuke, C y4eTOM HaLMOHas b-
HbIX W pervoHasbHblX NpaBua. ANbTEPHATUBHbIE afrOPUTMbl MPUHATUA pPeELUeHWd ANA  ANarHOCTUKM
MyKoBucumgosa cm. [19, 20].

4) MoporoBoe 3HauyeHue (cut-off)

JlonxeH 6bITb yKa3aH cnocob pacyeta MOPOroBOro 3Ha4eHNs, NCNOb30BaHHbIN n3rotosutenem. B cea-
31 CO CHMXXEHNEM 3HauYeHun KoHueHTpaumii UPT ¢ Bo3pactom 3HayeHns cut-off gna gnarHocTnkm MykoBumcLm-
[l03a nepuoguyeckn nepecmaTpuBaroTcs.

e) VHTephepeHuus

JlonKHbI 6bIThb YKa3aHbl BELLECTBA, KOTOPbIE BAMSAIOT Ha pe3ynbTaTbl UM HE BAUAIOT Ha HUX [0 onpeje-
NEHHO KOHLUEHTPpaLWmn: HanpuMep, KOHLEHTpaumsa TpUrnuLepmaoBs B kposu g0 5000 mr/100 M n 6unmpybuHa
[0 30 Mr/100 Mn He BNMAET Ha pe3ysnbTaTbl. Mpy OLEHKe NepPeKPECTHON PeakTMBHOCTM U3TOTOBUTENEM [,0/1-
XHbl ObITb YCTAHOB/1EHbI YPOBHW NEPEKPECTHOW peakTUBHOCTU Ca-2-Makporno6yIMHOM.«-1-aHTUTPUNCUHOM,
docdonunasoii PLA2, XMMOTPUNCUHOM. YeNTI0BEYECKMM MMMYHOI06y/IMHOM Knacca G. yponencuHoreHoMm u
NoATBEPXAEHO, YTO 3TN COeANHEHNS He OKa3blBalOT BANAHUA Ha TOYHOCTL onpeaeneHuns VIPT.

5.3.5 Habop peareHTOB A/19 N3MEPEHUS KOHLUeHTpauun TMpeoTposiHoro ropmoHa (MT) B «cyxumx
NATHaxX» KPOBU MMMYHOMYOPECLEHTHBIM METOAOM C BPEMEHHbIM pa3pelleHVeM Ha OCHOBe flaHTa-
HUAHOM MeTku (EN) NS NnpoBeAeHNS HEOHATa/IbHOINO CKPUHWHIA Ha BPOXAEHHbIN rMnoTmpeos

5.3.5.1 lNpeaHa3HayeHHOe NMpUMEHEHNE Habopa

Habop peareHTOB f0/KeH ObITb NPeAHa3HauYeH AN U3MepPeHUst KOHLEeHTPaL M1 TMPeoTPOIHOTO FopMo-
Ha B 06pas3Lax KpoBU HOBOPOXAEHHbLIX B BUAE «CYXMX NATEH» Ha TecT-6n1aHkax (ounbTpoBasibHOM Gymaru ¢
Lefblo BbISABIEHNSA HOBOPOXAEHHbLIX C NEPBUYHBIM BPOXAEHHLIM TMMNOTUPEO30M MPU HEOHaTas/lbHOM CKpU-
HUHre.

5.3.5.2 TpuHuun meTtoda

OnpepeneHne 0CHOBaHO Ha TBepA0a3HOM ABYCANTOBOM UMMYyHOMIOpOMETPUYECKOM MeToze (npsi-
MOl CIHABUY-METOA), B KOTOPOM MCNO/b3YIOTCA aHTUTeNa NPOTUB ABYX Pa3/INYHbIX aHTUTEHHbIX AeTEPMUHAHT
Ha monekyne TTI. OgHM 13 aHTUTEN NPOTUB 6eTa-cyobeauHNLbl Monekynbl TTI copbupoBaHbl Ha cTpunax
MUKPOTUTPOBA/IbHbIX N1AHLLETOB. Jpyrne aHTUTENa, MeYeHHbIe eBpPONvem, pearvpyroT ¢ ApYroi feTepMuHaH-
Toin Monekynbl TTI. Peakuyusa npoTekaeT B TeYEHUE OHOW CTyneHn nHkybaummn: TTI oAHOBPEMEHHO pearupy-
€T C MEYeHHbIMWU €eBpOonNueM aHTuTenamMmM W aHTuTenamu, CcopObupoBaHHLIMW Ha JlyHKax CTPUIoB
MUKPOTUTPOBA/IbHBIX N1aHLLETOB. PacTBop, ycunmsaoLwuii hnioopecLeHLmto XxenaTos eBponusi, 4MccoLunpy-
eT NOHbI eBPONNSA U3 CBA3AHHOIO C MEYEHHbIM UM aHTuTenom TTI B pacTeop, rae 06pasyroTcs BbICOKO(/I00-
pecueHTHble XenaTHble KOMMMEKChbl. VIHTEHCMBHOCTb (HII0OPECLEHUUN C BPEMEHHbIM paspeLleHnemM
nsmepsieTca B 96-71yHOUHbIX MPO3payHbIX naaHweTax (cTpunax).

5.3.5.3 CnekTpasibHO-/IIOMUHECLIEHTHbIE XapaKkTepucTuku

WNHTeHCMBHOCTL (h/toopecLeHLU NOHOB EBPONKMSA B COCTaBe XenatupyLwmux 6eta-gMKeToHaTHbIX KOM-
N/1EKCOB yCununsatoLLero toopecLeHunio pactTeopa [0/KHa PErMcTpupoBaThCs Ha niaHWeTHoOM dyopo-
MeTpe B pexvMe oIl00pecLeHLNN C BpEMEHHbIM pa3peLleHnemM. Makcumym A/1MHbl BOIHbI BO36YXAatoLwero
cseta 340 HM. MAKCMMyM A/INHBI BOJIHbI UCMYyCKaHMA 615 HM.

WHTeHCMBHOCTL (hrtoopecueHLmnn nponopumoHanbHa KoHueHTpauuy TTE B o6pasLe.
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5.3.5.4 lepBuyHble 06pasLbl 415 aHanusa

HenocpegcteeHHOe onpegenieHne NpoBOAUTCA B ANCKax gnamMeTpom 3,2 MM. KOTOpble BblbMBalOTCA €
NMOMOLLbIO CNeLManbHOro MHCTpPYMeHTa AN BblonBaHa ANCKOB (CM. N.4.4 TOCT P 55992.1) 13 KpYXXKOB «Cy-
XWX NATEH» KPOBU HOBOPOXAEHHBIX HA TeCT-61aHkax hunbTpoBanbHoli 6ymarn mapku Whatman 903 unum aHa-
NIOTMYHOW N0 CBOMM CBOICTBAM.

5.3.5.5 Konnuectso onpegenexuii

OpfuH Habop foMmKeH 6bITb paccumTaH Ha 960 onpeaeneHuii.

5.3.5.6 KommnoHeHTbl Habopa

B coctaB Habopa [0/KHbI BXOAUTD!

- Kanubpatopsbl, cogepxauwme TTI. 3T0 KaNMbpoBoUHble 06pasubl A/ NOCTPOEHUS KanMbpoBOYHOM
KpVBON. OHW JOMKHbI MPeAcTaBAATbL COO0I BbICYLUEHHbIe MATHA KPOBU C aTTeCTOBaHHOM KOHUeHTpauuein TTI
Ha dounbTpoBanbHo 6ymare mapkm Whatman 903 unu aHanornyHoli No CBOVMM CBOWCTBaM B 3aneyvaTaHHbIX
naketax ¢ snaronornotutenem. KoHueHtpauma TTI B kannbpoBOoYHbIX Npobax AosmkHa ObiTb B Anana3oHe
0—250 MKME/mn, He MeHee yeM 6 ypoBHeii. MNonHas KambpoBoYHast KpyBasi fo/KHA ObITb NOCTPOEHa AN1s
Kaxk[oro nnaHwiera.

MpuMmeyaHuns

1 3HauyeHus KoHueHTpauuu TTI. KOMYecTBO KannbpaTopoB, CPOK X FOAHOCTU U YCMIOBUSI XPAHEHUS [OSKHbI GbITh
yKasaHbl B UHCTPYKLUM K HABGOPY. TOUHbIE 3HAYEHUSI KOHLEHTpaL UK JOMXHbI 6biTh YKa3aHbl B KOHTPO/ILHOM cepTudmkarte
(cepTudbukarte KkauecTsa), npuiaraemMom K HaGopy, U Ha 3TUKeTKax KasimbpaTopoB BMeCTe CO CPeAHUMYN 3HAUYEHUAMU UM-
nynbCoB hOPECLEHLUN ANA KAXAON KOHLeHTpauum.

2 W3roToBWTENb [O/MKEH NPeAcTaBUTb MHopMaLMio 0 MeToAax arTecTaunun 3HadeHnii KoHueHTpauum TTI B Ka-
NMGPOBOYHBLIX MaTepuanax.

3 M3mepeHuns KannbpoBOUHbIX 06pa3L 0B [O/MKHbI NPOBOANTLCS C KaXA0i cepuelt ob6pasLoB naunmeHTos. Kanmbpo-
BOYHblE NPO6bLI KaXA0W KOHLEHTpaLun nsmepsoTca B gybnukartax;

- KOHTpO/ibHble MaTepuasibl. BbiCylleHHble NATHA KPOBU Ha PUIbTPOBasIbHOW Bymare ¢ KOHLeHTpaunel
TTI He MeHeOo YeM Ha 2 YPOBHSAX, OAWH U3 KOTOPbIX AO/HKEH UMETb 3HavYeHue KoHueHTpauun TTI 651m3Koe K
ypoBHIo cut-off. a gpyroii — B 06/1aCTN NOBbILEHHbIX 3HAYEHWUIA; KOHTPO/IbHbIE MaTepuasbl O/MKHbI ObiTb yna-
KOBaHbl B NNACTWUKOBbIV NakeT C BAAronornotTuTenem.

MpumeyaHunsn

1 3HayeHus KoHueHTpaumn TTI. KONMYECTBO KOHTPOJIbHbIX MartepuasioB, CPOK FOAHOCTA U YCMOBUSA WX AOSKHbI
6bITb YKa3aHbl B MHCTPYKL UK K HA60OPY. TOYHblE 3HAYEHUSI KOHLLeHTpauun TTI A0/KHbI OblTb YKka3aHbl B KOHTPO/ILHOM cep-
Tudpukate (cepTudukate KayecTsa), npunaraemom K Habopy, U Ha 3TUKETKaX Ha KOHTPO/bHbLIX MaTepuanax.

2 M3mepeHus KOHTPO/bHbIX 06pa3L0B MPOBOAATCA C KaXA0V cepueli n3mepeHus 06pasLoB NaLuveHTos, no 2 obpas-
La Kaxaol KOHLeHTpauuy Ha nnaHwer.

3 W3roToBuTeNb JO/MKEH NpeAcTaBUTb MHhOPMaLMio 0 MeTofax aTTectaunun 3HaueHuii KoHueHTpauun TTI B KOH-
TPO/bHBIX MaTepnanax NpaBuIbHOCTU.

4 WHdopmauua o meTofax atTecTauuy 3HaveHnii koHueHTpauun TTI B KOHTPONbHLIX MaTepuanax npaBuibHOCTH
[OMXHa 6bITb NpefcTaB/ieHa 8 MHCTPYKLUN K HABOPpy peakTUBOB WU B cepTudnkaTe KayecTsa UM nacnopTe K KOHTPO/ib-
HbIM MaTtepuanam.

5 VHcopMauma o NpociexnBaemMocTi 3HaueHuli pe3ynbTaToB n3MepeHusi KoHueHTpauun TTI B KaNM6POBOYHbIX U
KOHTPO/IbHbIX MaTepuanax npasubHOCTY A0/MKHA GbiTb NpeAcTaB/ieHa B UHCTPYKLUWUK kK Habopy peakTnBoB. CM. 4.2.5 Ha-
cTosiwero ctaHgapra.

6 PekomeHAayeTcsa yyacTve nabopaTopuu B nMporpaMMax BHELUHEN OLeHKM kauyecTBa pe3ynbTaTtoB OnpefesneHus
TTl B «CyXuX NSATHax» KPOBMW NPW HeOHaTasIbHOM CKPUHWUHTE;

- aHTuTena npotme TTI. MeyeHHble eBponuem;

- 6ydhep ona uHkybauuu;

- peareHT A1 MPOMbIBKU N1AHLLETOB;

- MUKPOTUTPOBaJ/IbHbIE 96-NTyHOUHbIE MNAaHLWeTbl, COCTOALWME U3 CTPUMOB C MJIOCKAM JHOM, Mpo3pad-
Hble. C COPGUPOBAHHLIMU Ha BHYTPEHHE NMOBEPXHOCTU IYHOK aHTUTenamu npotve TTT;

- peareHT, yCUnuBaloLmnii h1l00peCcLEeHLMI0 XenaToB eBponus:

- VHCTPYKUMA K Habopy peareHToB.

5.3.5.7 AHanuMTnyeckne xapakrepucTuku

a) lMpeuunsnoHHOCTbL pe3ynbLTaToB

Mpy BHYTpuNabopaTtopHOM KOHTPOJ/IE KAaYeCcTBa KOHTPOJIbHbIE 06pasLbl U3MEPSIOT NPU KaXKA0M BbINos-
HEeHWN nccnefoBaHus B KaXoM NaaHweTe 0fHOBPEMEHHO ¢ obpasuamu nauneHTos. KoadduuymeHT Bapua-
LUun pe3ynbTaToB M3MeEpPeHnUs KoHUeHTpauuu TTI B uccnegyembix obpasuax He fO/KeH npesbiwatb 15 %.
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MpumevaHuns

1 TNpu BHeLWHe oueHke kayecTBa Ans TTT MOryT GblTb NPUHATBLI CieayolW e A0NYyCTUMbIE 3HAUEHUST:

- OTHOCMTeNbHbI BHYTPUAHEBHOI pa3Max Mexay ABYMS U3MepeHusMu B OAHON cepun — He 6onee 17 %;

- OTHOCUTENbHbI MEeXAHEBHON pasMax Mexay ABYMS cepusiMn (CpeaHUMU 13 2 nsMepeHuii) — 24 %;

- CMelleHve cpeaHero u3 4 n3mepeHuii (2 cepuv no 2 nsmMepeHus)— B cpefHeM He 6onee 24 %).

2 TlpuBefeHHble AaHHbIe, MONYyYeHbl MPU BHELLHEN OLEeHKe kauyecTBa pe3ybTaToB U3MEpPEeHNs KoHLeHTpauun TTI B
cneymann3npoBaHHblX NabopaTtopusax HeoHaTaslbHOrO CKPUHWHIA B COOTBETCTBMM C [JeiCTBYHOLLE CXeMOoil BHeLuHei
oueHkn Kavectsa. MpepgoctaBneHsl PCBOK.

6) YUyBCTBMTENBHOCTb

MuH1ManbHaa AOCTOBEPHO onpeAensemMas KoHueHTpauma TTI B «CyxXux NATHax» KPOBU A0/XKHA ObITb
He 6onee 2 MKME/mn.

B) VIHTepBasn n3mepeHus

Ot 10 MKME/™mn go 250 MkME/mn.

r) Oxupgaemble pe3ynbrartbl

MprBefeHHbIe B UHCTPYKLUW NOPOroBble 3HauyeHus TTI ANS 340pOBbIX AOHOLWEHHbIX HOBOPOXAEHHbIX
ABNATCSH OpUEeHTMPamMu, TpebyLMMU YTOUHEHUS. B kax o nabopaTopun Npu NCNosib30BaHWN KOHKPETHOTO
Habopa peareHTOB pekOMeHAYyeTCs YTOUYHWUTbL 3TO 3Ha4YEHMe, Tak Kak OHO 3aB/UCUT OT 06cneayemoli nonynsayum
HOBOPOX/EHHbIX N UCMOJIb3yeMblX HabopoB peakTuBoB. KoHueHTpaumsa TTI, npesbiwalowas noporosoe 3Ha-
YyeHune, ykasblBaeT Ha Natosiornio, TpebyloLLyo AONONHUTEbHOro o6cnefoBannsa. 4na yTOYHeHUs guarHosa
Heo6x0MMO NOBTOPHO onpeaennTb ypoBeHb TTI 1 TupokcrHa (T4) B cbiBOpoTKe (nn1asme) KpoBu.

A4) TMoporosoe 3HauyeHno (cut-off)

LonXHO 6bITb YCTAHOBMEHO B KaXA0i nabopaTtopuy Npu UCMob30BaHNM KOHKPETHOrO Habopa peareH-
TOB.

e) WNHTepdepeHuus

[lo/mkHbI 6bITb yka3aHbl BELLECTBa, KOTOPble BAUAKT Ha pe3ysibTaTbl UK HE BAUSIOT Ha HUX A0 onpeje-
NEeHHO KOHUEeHTpauun. 3rotoButenemM fomkHa 6biTb 3yveHa NepekpecTHas peakumsa ¢ NponakTuHom, on-
SINTPONVHOM, IIOTPONMHOM. XOPUOTrOHaA0TPOMNMHOM, & TakKe OLLeHEHO BAUAHWE TPUrIMLepuaos, 6unmpybuHa
1 [OKa3aHOo, YTO UX NPUCYTCTBUE B «CYXMX NSATHAX» KPOBU He BAMSET Ha pe3ynbTaTbl aHanusa TTI B HUX.
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KnoueBble cnoBa: MeguumMHCKoe nsgenune Ans AMarHocTuky in vitro: conroopecueHunst; ditoopecLeHLms, pas-
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